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1.0 Introduction

Texas voters approved an amamaht to tke Texas Constitution in 2007 that aklishes
theCanerRF eventi on and Resear chortlhngssiitfiicO)aide of Tex a:
provides the state witthe authority to issue three billion dollars inrgal oblgation
bonds Bond proceeds are teldisbursed asrant awards for the express purse of
expeditirg innovdion in cancerresearchand lowering the incidencd cancer in Texas.

CPRIT is responsible to theexas Legislatur ard to Texans to costffectively carry out
its missionto expeditediscoveries anthnovatios acoss exas to reduce the burdens of
cance. In doing so, CPRIT acts with the highest staddaof etlics, accountability,
transparency anelxcellenceCPRIT is charged by the Texas Legislature to:

1 Create and exdlite innovatio in the area focancerresarch, thereby
enhancing the potential fa malical or scientific breakthrough in the
prevertion of cacer and cures for cancer;

1 Attract, create, or expandesarch capabilities of public or private
institutions of higher educgon and othempublic a private etities that
will promote a substdial increase in cancer research and in the creatio
of high-quality new jobs in this State; and

1 Continue to develp and implement the€ exas Cancer Plan by promotirg
the devebpment and coordination of effeativand efficient statewide
public and private polieis, progrens, and services related to canced an
by encouragingoogerative, comprehensive, and complementary planning
among the public,private, and w@lunteer secors involved in cance
prevention, detectiontreatmentand research.

Tex. Hed#th & Safety Cale § 102.002TAC § 701.1
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1.1 Purpose

The CPRIT Grant Policies and Procedures Guide made availablgor individuals ad
orgarizations interested in the CPRIT cancer reshaard prevention funding award
program. It provides the franework for the review, award, implemgation, and
monitoring of CPRIFfunded research and prevention grant asaras well as
information onthe rules andrequrements that applicants and recipged CPRIT grant
awards must follow.
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1.2 Relationshp betweenCPRIT Grant Policies and
ProceduresGuideand Other Applicable Requirements

The CPRIT Grant Policies and Proedures Guides intended toddress rajorissuesn

the application and award prase however,these guidelines are not -aliclusive A

grantee should always @nsut the administrative rules and the award contrachew
possible, lhe administratie rule€) aplicalde to a policy or procedure is ndtén this

gui de. stafuke RTlexad Health &afety CodeChapter 102and administrative
rulesareavailable @C P R | Tebsi#te. w

If a conflict exists betweena pdicy described in theCPRIT Grant Policies and
Procedues Guide anda state regulation, administrativgle, or contract provision, then
the provisons of he applical® state regulation, administrative rule, ontact provisbn
prevail When spedic guidane@ has not been developedPRIT reies upon thé&niform
Grant Managem# Standeds (UGMS)
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1.3 Update Policy

CPRIT will review the CPRIT Grant Policies and Procedures Gde at least anually.
The information in this document may bevised to address changes in state orrédde
statues, regulabns, or policies adopted subsequent to ffective date. Questions
regarding te CPRT Grant Policies and Procedures Guidmay be directedto
cpritpolicyguide@cprit.texas.gov.

CPRIT maintairs a list of sibstantive changes made to tBBRIT Grant Pdicies and
Procedures Guidédn the Version Control secton. To receve updates about tHePRIT
Grant Pdicies and Procedures Guidesubscribe to t& list seve by clickng on the
i Ne ws | e pbntoetlie GPROT homepage.
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2.0 Applying fora CPRIT Grant

2.1 Overview

Cancer research and preventioogmsals are acceptéar reviewin accordane with he
requiremats of the applicabl&equest for Applications (RFA). The RFAdescribes
information spedic to the gant award type, including eligibijitrequirements, funding
limits, and speciateview casiderationsif any. All applications must be submitteth
C P R Tdrtsonicepbrtal. In ater b avod influencing the review processPRIT
observesa strict regriction on communication betweemarant applicant and PRIT
employees andveright Committee Memberthat play a role in recommending or
approving an application forgrant award.
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2.2 Request for Applications (RFA)

The initial step in theCPRIT fundingcycle is the release af Requestfor Applications
(RFA). The RFA irmludes important information abb submitting agrant application
to CPRIT, induding applicable da#ines, eligibility, grant award requirenents,
evaluation critén, review timeline, and speciabosideratbns related to the gnt award

Certain issuesrelatedto CPR T 6 s g r a n t proaepspre higblighted o n
in this section, but gplicants should always consulthe applicable RFA for
specific guidance.

CPRIT publishes all open RFAs on its pigbwebsie  u n Apply for frunding . In
addition b the RFA, a set of instructions may be proviaégth techrical guidance on
comgeting the oAline appication.

The release of apew RFA isannounced yan enail notice disributed to the subscriss

of CPRIT 6 s el ect r o rfiamy substantivainadificatibns ® & RFA are made
after its initid release notifications will be made by list servePotential applicants may

sign up to eceive emaihotices about RFAe ases by Applgforttiunding t he
page on CPRI Toés weé mdtracions donsign dpad receivei nevg
funding opportaity announcemas.

TAC §703.3(aj(b)
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2.3 Organization as Grant Applicant

A CPRIT grantis made toan oganizaton, not an individual. Thapplicant organization
is legally accountable for thaccurag of the appication, the performance of the grant

award, and expenditure of funds

TAC § 701.3(8)
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2.4 Eligibility

Gened guidelines regarding eligibility are described in tlisction. Be awvare that
additionaleligibility requirements may vary byrant mechanism

Appli cants $ould consultthe applicable RFA for explicit guidance on
eligibility requirements.

Submission via designategbortal - Applications must be subtted via thedesignsed
electronic portal in oret to be eligible for consideration of a grant awarde Secton:
CPRIT Application Recipt System(CARS).

Submitting more tharone application- An applicant shdd consit the RFA to

determine if more than onepplication may be submitted by the sarRencipal

Investigator, Fogram Directar, or Company Represgtive for a particular grant
mectanism or diffeent grant mechanismia the same eview gicle. An applicant is
eligible only for the grant mechanism specified by the Riréler vhich the apgtation

is submitted.This means that PRIT will not award a grant for a graapplicationthat

does not matchhe grant mechanism ithe RFA.

Donations to CPRIT make applicant ineligible for CPRIT award - An applican that
hasdonated raney to CPRIT or to #oundation creattto support CPRITon or after
June 14, 2013 igot eligible for a CPRITgrant award. During the apglication pro@ss,
the applicant must céfy that it has not made a donatiom CPRIT or a suppting
fourdation For purposes of the certification, in dition to the applicant entity, any
Senior Membe or Key Personnel listed on the appdat i on as wel |
officers ora director ¢r anyperson relatd to one or more of these individualghin the
second degree of consanguinity or affinity)cansidered the gplicant. At this time,
CPRTT is unawareof any foundation created support CPRIT. The agenayaintainsa
list of donationamade directly to CPRI®n its webie.

Granteesmust be in Texas doingvork in Texas- CPRIT grams may be awardeanly
to institutions, organizations and companies in Texas

Applications submitted by otdf-state applicants areneligble, except for applications

in response to ceiita grant mechasms that are designetb recruit exceptional
reearchers or comp#s working on promising cancer treatments to relocate to Texas.
For those grant mechanisms, the applicant (or iteoent candidate) may be outside of
the state of Texas wem the applicén is submitted and wewed. Haowever, the
appicant is requiredo demongtate that they will relocate to Texas as a conditibn o
receiving a CPRIT grant award.

To meet the Texa®cation requirement, a Grant Applicant for a ProdDeivelopment
Researh Grant Award must meaeat leastfour of the folowing seven critea: The US.
headquarters is physically located in Texabe Chief Executive Officer resides in
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Texas; A majority o the cmpany's personnel, including at least two othdevel
employes (or equivalent) resalin Texas;Manufacturingactivities take e in Texas;
At least 90% of Grant Award funds are paid to widlials and entities in Texas,
including salaries andersomel costs for employees and contractéisieastone clinical
trial site in Texas; andollaboraton with a medial research orgarétion in Texas,
including a public or private institution of diier educationThe Grant Contract will
detail whichlocation criteria will be fulfilled by the grantee who Mireport at lest
annually on the laationcriter i a . C PRdnd abgsantée Epaagree toalternative or
additional criteria, which must be pe:ted to the Oversight Committee at an open
meeting.The aternative location criteria will be approved urdes simple majaty of
Oversight Comniteemembes votes to reje.

TAC § 701.19
Although grantees ust be workingn Texas, CPRIT permitgrartees ¢ use some gran

funds to purchasgoods ad services out of state. For more information seei@ect
Collaborations vih Out of State Entities

Applicants withhistory of grams terminated for causer barredfrom receivingstate or
federal gants mayaffect CPRIT eligibility- Applicants must report whiagr the entityor
individuals expected to conduct theork of the proposedgrant award including
collaboratos or contracta; are currentlydebared, sispenéd, proposed fodebarment,
declaed ineligible, or otherwise excluded from participation gnart award by any
federal or statdepartmenbr agency An applicationsubmitted by an entity or personnel
tha are debarredsuspendedand ineligble or othewise excludedrom participationin
federa or stategrant awards not eligible to receive a GRIT grant.

Applicants must also report whether thlividuals expected to conduct the work of
proposedyrantawardhada gant terminated for caady a fedeal or state deartment or
agencywithin five years prior to the submission date of the grantiegijpn This
applies to thePrincipal InvestigatgrProgam Director, or Company Representatias
well asother individals who contribute tche executian of the proposd grant awardn a
substanive, measurable way, whether or not those individaasslated to receive salary
or compensation underdlgrantaward. Termination for causes not an automatibar to
consideation for a CPRIT awal, bu the status may beaken into accounby the
reviewers evaluating the CPRIT grant application.

TAC §7033(d). (). (h). ()
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2.5 Collaborations with Out of State Entities

CPRIT encourages collaborations, amtlaborators are not required to reside in Texas.
However, collaboratorsand ollaborating organizations ndbcated in Texa are not
eligible to eceive CPRT funds.

Page23 of 238
June2019



CPRIT Grant Applications and Funding Award
Policies and Procedues Gude
Chapter2i Applying for a CPRIT Gant

2.6 CPRIT Application Recapt System(CARS)

Use of the electronic system to submén application is required - All applicants must
use CPRI Téd applieaton gystean located at www.cpritgrantsorg to
electronically submit applications to CPRIBelow is a screenshot of the logpage for
CARS.

Create_an_account - An applicant must create a user acdoim CARS befoe an
application may besubmtted. Applicants shold allow enough ilne ahead of a
submission deadline to create user accounts.

Dedgnate_an Authorized Signing Official - As part of tle regisration processan
applicantis required to desigate an individal attheinstitution or organizdion with the
authority to approe the subnission of the grant applicationThis person isonstered
the AAuthorized Signing Official (ASO).0 Generdly, the ASO isnot the Principal
Invedigator/Pragram Director/@mpany Representag; howe\er, there may be instances
where one individual fulfis both roles. For moreinformation, please seesecton:
Authorized Signing Official (ASQ)

Home
Help Desk
FAQ

CANCER PREVENTION & RESEARCH LA
INSTITUTE OF TEXAS

Welcome to the Cancer Prevention and Research Institute of Texas Application Receipt System

Sign In / Register
= | am a returning CPRIT Application Receipt System user
Sign in here. Forgot your password?

= | am a new CPRIT Application Receipt System user
Register here.

Important News and Dates
* View the RF

= Sign up to re
= View our Previous F

= AWARD MECHANISMS ACCEPTING APPLICATIONS:
Academic Research
Please note - The IRACB RFA was updated on 1/13/2017
= Individual Investigator Research Awards (IIRA)
= Individual Investigator Research Awards for Prevention and Early Detection (IRAP)
= Individual Investigator Research Awards for Cancer in Children and Adolescents (IIRACCA)
= Individual I tigator R h Awards for C: i Biology (IIRACB)
Individual Investigator Research Awards for Clinical Translation (IIRACT)
Application receipt period
= March 15, 2017 - June 8, 2017

Recruitment
Please note - The RFAs were updated on 7/21/2016
= Recruitment of First-Time, Tenure - Track Faculty Members (RFT)
= Recruitment of Rising Stars (RRS)
. R of I (REI)
= Application receipt period
= June 21, 2016 - June 20, 2017

TAC §88701.25,703.39)

Figurel: CGMS/CARSLog-in Pag
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Username
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2.7 Authorized Signing Official (ASO)

The ASQ induding thealternate ASOis the designatetepresenttive of the applicant
organization with the authoritp act on t he organi zdtteonds behal
application for and administtion of a CPRIT gant award.

By signing the applicatiorthe ASO cetifies that tle applicant orgaaétion:

1 Complies with all applicable federal and state laws eegllations and
that all eligibility requirements habeersatisfied; and

1 Will assume the obligations imped by applicald state and federal Iaw
and other terms and contions of the grah award, ncluding any
assurances, i CPRIT grantaward is made. These responsibilities
include accountability batfor the appropriate use gfrantfundsand the
performance of the CPRI-supported program activities as specified in
the approved apjalation.

TAC 88 701.3(6)701.25
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2.8 Submission Deadlineand Late Submissions

CARS blocks applications from being sultt@d to CPRIT once the deadline stated in the
RFA has passe. Deadlines are set by CPRIT to provide potérdjgplicants ateast 30
days from therelease dee of the RFA ® complete the afligation. Applicants should
allow sufficient time to familiarie themselves with the application format and
instructons toavoid unexpected issues.

Late submisgons only in excegdional cages- CPRIT permits late

submissions only in exceptidnanstances, usually for technology

DEADLI NE FOR failures. The aplicanbs f ai l ure to adequately pl e
EACH GRA NT grounds to justif approval of a late sumisgon.

MECHANISM IS

THE SUBMISSION

Requesting an &tension of the sibmission ceadline - If an
applicant hasan issuethat prevers the applicant fromsubmitting
RFA. the applicationwhenit is due,the applicant may request to extend

STATED IN TH E

the submissio deadline fogood cause.Because th corsiderdion

of the sulmitted requests aithe re-opening of the pal (if approved) occur shortly after
CARS closes (suallywithin 241 72 hours), any request to extend tieadline shoulde
submitted immediatgl after CARS closes.The requestshould bemade to the CPRIT
Helpdcesk whi ch i s man ag e-patybgsant admiRistratér.3he CERITr d
Help Deskis avalable by phoneMonday through Fridagam to6pm, CST, andby emal
atHelp@CPRITGrants.org

Approval/notification to extend the submission deadline The Chief Program

Officer considers any requests extend the subnssion deadline and ma approve
submission of a late filing for good cause. When a rstjue extend thesubmission
deadline is approved, tlapplicant is notifiecand CARS is reopened for a briedrjpd i

usuallytwo to three hour$ shortly after the duedatefor the applicat to complee the
submission.

Late submissions address technicégsues, not subsntive issues Allowances for late
submissions are not signed to provide the applicant atilsthal time tocomplete the
substancef the apfication. Potential applicans tha are urable to meethe deadline due
to issuessuch as travekabbaticals,anferences, prolonged iliness, or etteave should
not reguest additional time to submit aapplication butshould instead conside
submitting the apfication in the nexteview cycle

TAC § 703.3(q)
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2.9 ldentification of all Sources ofFunding

An gpplicant mustidentify by name all sources of fundiegntributingto the grant awal
proposed for CPRIT funding. Produbevelopment Researdrant applications should
include a comprehensivecapitalization table hat eflecs all paties who have an
investmert, stockor rights in the companylhe informationwill be made available to
reviewers for purposes of identifyirmptential conflicts ofnterest prior to reviewing or
taking action onte grant applicatian

TAC §703.3()
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2.10Resubmitted Applications Previoudy Reviewed by
CPRIT

CPRIT resenes the mght tolimit the numter of times a application may be resubmitted
for grant award conderation. The RA will state the resubmission guidws, including
specifc instructions for resubmissionsApplicants whochoose to resubmit shial
conside the reaons br lack of prig success. All resubmitted applications must conform
to the struaire and guidelies outlined in the RFA.

What is consicered aresubmissior? An application is considered a resubmission if the
proposed projecis substantiall the same project as originally suitted in a previous
review cycle and the original applitan underwentpeer review. A change n the
identity of the applicant or the Principal Investigator/Peogr

APPLICATIO NS Director /Conpany Representative or a charnigethe title of the
projectdoes not constitute a new applioat If the aplicant has a
guestionabout whetler CPRIT consicers an applicadn to be a
resubmission, the applicant should contact CPRIT progtaff.

THAT RECEIVED
OVERA LL
NUMERICAL

SCORES OF 5 OR Are previously withdrawn applications corsidered submission3
An applicationthatwas originallysubmitted to CRIT in a previous
review cyde butwas admiistréively withdrawn from review, either
by CPRIT or at the request of the applicanompto undergaig peer
CONSIDERABLE review, is not considered &submission

ATTEN TION .

GREATER ARE

LIKELY TO NEED

Resubmisions should be carefully conside® A resubmitted

application should bearetilly reconstruted; asimple revisimm o the pria application
with editorial or technical changes istrsufficient. Addressing previous critiques in the
resubmission is advibke; however, it does not guarantdhe success ofthe
resubmission.

Undesigqated resubmissons _may be withdrawn from further consideration - An

application that should have bedesignated as eesubmission but was not may be

withdrawn from consideratim In the event of a disagreemdygtween the apigant and

CPRIT regarthg whetheran applcationis sufficiently smilar to a previously submitted

application to be consideredesubmission, ORI Tdés det er mi nati on i s fi
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2.11Institutional Limits on t he Number of Applications
submitted by an Entity

CPRIT reserves the righo limit the numbe of gpplications sulnitted by anentity for a
particular grant mechanism. Institutibranits are used to ense timely and high
quality review when a large number slibmissions a&ranticipated.

Institutional limits stated in RFA - Any institutional limits set for a particularant
mechanism Wl be specifically stated in the RFA

Applications _exceeding limit will not be reviewed - Institutions ae encouraged to
initiate aninternal review process and only ahbrize submision of the appropriate
number of applications that earesponsive tdhe RFA. Applications exceeding the
institutional limit wil not be reviewed.
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2.12Competitive Renewals

CPRIT reseves the ight to authorize compeitive renevals for particular grant
mechanisms. The RFA willae whether graaes that have previously receivedRIP
grant funding magubmit applications for competitivenewal undethe RFA.

Demonstrate progress nmade - The applicant should beable to demomstrate their
progress on the initial CPRIT fundgdart award

Timing of renewals - The applicant shouldime the submission othe renewal
application so that #thnew contracexecution date for thgrantawardcomes akr the
contract expiation date @ the initial CPRIT award; any overlap in funding shibibe
avoided.

Consult with CPRIT - Prior to submtting a competitive neewal application, applicants
shoull consult withCPRIT programstaff todetemine whether itis the appropriateime
to applyfor renewal consideration. The determination willdased upon thenaount of
original grant funds left tbe expended and aripated completion of thecope ofwork,
aswell as daher factors specifito the grantaward
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2.13Questionsduring the Application Process

C P R | Hefpdeskprovides suport to applicants regarding usegistration andnline
submission of pplications A grart applcant may contet the Helpdesk via phone during
business hours or by emailllp@CPRITGrantgrg) at any time. @estions submitted
via email will be answered wiiin one business day.

Helpdesk staff are not in a position toansver questons regardingprogrammatic,
scientific and commerciaation aspectsf@applications. Questions regardindpe CPRIT
Program, intuding questions regarding substaatelements othe application, shodlbe
direcied to theapprgriate CPRIT PogramManager

Note: A grantee should not contact the CPRIT Gfeogram Office about substantive
guestions relatetb the application. For more information on the prohilgin against
communicating with a ChieProgram Jficer when apfications are bing acceptedby
CPRIT, see sectionRestricton on Communicatian
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2.14Restriction on Communication

Communicatiorregarding the substam®fa pendhg applcationis prohibitedbetwveen

the pplicant (including S 0 me oance the ofollowng h e applic
individuals: anOversight Committee Member a Program Integration _Committee

membera Review Panel member, oR&view Cound member. PIC members include

CPR T &Csief Executive Officer (CEQ, Chief Sciertific_Officer (CSQ, Chief

Prevention Officer (CPO) andChief Product Development Gficer (CPDO), as well

as the Commissiaer for the Department of State Health ServiceBRIT6 s CEO may

waivethe restriction on a cag®/-case bsis. Any waiver willbe publicly available.

Restriction beqgins whenthe CARS system is openetbr submission of gplications
to CPRIT - The prohibition on communication begins on the first dthat grant
applicationsfor the particular grant mechanismay be submittecand exénds until the
grant applicantecaves notice regrding a final deisionon te grat appliation.

The restriction on communication begins the first day that any applications
are accepted for the review cycle, everfithe applicant has not yet submitted
an application.

The application may be withdrawn from further consideration for serious violations
- Intentional serious, orfrequent violations of this rule may result in thedlialification
of the grant applicant from further esideration for a graraward.

TAC §702.19(a) (c), (e)
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2.15Product DevelopmentResearchApplication Review Fee

CPRIT reseres the right to assess an applmatreview feefor ProductDevelgoment
company gplications b offset the additional costs of the Product Develagneempany
application review process. The RFA wsliate the amount of étreview fee

Paying the review fe - Payment othe review fee shouldebmae by deck or noney
order payable taCPRIT; electonic and credit card payments are not acceptablae
application IDand the name of the submitter shie indicated on the payent.

Deadline to pay review fee Unless a requet to submitthe fee after the dedline has
beenapproved by CPR, CPRIT may administratively withdraw an application if the
application review fe is not received by CPRIT ithin seven business days tife
application subrrssion deadline.

TAC §703.3(k)

Refund of review feei A grant applicant may request a refund of the grant application
fee ff the applicationis withdrawnfrom the grantreview process prioto evaluation by
thepeerreview panel

Therefundrequesimust be sent via-enail tothe Chief Praluct Developmen®fficer and
ProgramManagerfor Product Developmerdndinclude a justification for aefund.The
requestshould besubmitted within 2 busness days of the applicatievithdrawing from
review. CPRIT&s decision whether to refursdeviewfee is final.

TAC §703.3k)(4)
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2.16Confidential Information and Texas Public Information
Act (TPIA)

CPRIT s a state agency and isbgect to the Texas Pubic mfmation Act (TRA) (Tex
Govt. Code § 552.10&tseq). The TPIAgives the publ the rght o reglest accesto
government informatia, including information heldy a govenmentagency that wa
created by a third gaty. Although the TPIA makes most government information
available to the public, the TPIA provides exptions to pubit acces for certdn
information, includingThir d-Party Information .

State law degjnates some information as public information, meaningttiefollowing
information will always be distosed upona TRA request (and maybe made pblicly
available even whout a request)

2.16.1 Information that CPRIT must 1 The ap phameaachaddiess

provide upon request 1 The amount of grant funding

applied for
The type of cancer to be addressed by thatgpplication,

A high-level summary of the grant application spdaially created to be publigl
disclose; and

1 Any other thid-party information ha the third party consents to dissto

For all other infomation submitted by applicants, CPRIT urtdkes reasonalel effors to
proted the actal or potential value afnformation from unauthorizegdublic disclosue.
Seesection: Confidentality and Nondisclosure

2.16.2 Information Considered Confidential ~ Consistenwith ~ C P R taffité ex. s
Health & S#&ety Code §102.262and

theTPIA, the following information is confidential

T Infor mati on t hat rel at e,deviteporpeocessthgphad tec ant 6 s
potentia for being sold, tradedyr licensed for a fee, indatiing the @plicaion or use
of such product, devicer process;

1 All technological or scientific information dewaed in whole or in part by the
applicant tlat has the potetial for being sotl, tradedor licensed for a fee;

1 All information that relatesot the plas, speifications, bueprints, and designs,
including related proprietary information, of a scientifgsearch and development
facility;

1 Written canmeris made bypeer reiewers that reveals, directly or indirectly,
information relating to the apl i c produdd device, or pocess that has the
potential for being sold, traded, or licensed for a fee, inclgdhe application or use
of such productgevice, or proess; and
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1 Information includedin the business operati® and management due diligenand
intellecual property reiews that reveals, gictly or indirectly, information relating
t o t he @modqudt idevieen or fprecess that has theemial for beng sold,
traded, orlicensedfor a fee.

CPRIT consides that a product, device, g@rocess ath the technological o scientific
information described in the application has the potential for beind, graded, or
licensed for a fee unlessetlalicant informs CPRT that noeconomic ptential exists.

The cotidential nature of the infonation sumitted by the applicat is not dependent
uponwhether the information is patentable or capable of be&igigtered under copyright
or trademark laws

The Office d the Attorney Geneal of Texas makes the final deternmation of
whether third -party information held by CPRIT must be disclosed in
response to aTPIA request.

2.16.3 CPRIT will notify the applicantif a Consigent with stautory
request is made for information in requiremats, if CPRIT receives a
the application. public information request #t may

require potential publicdisclosure of
theapgdicant org r a n infermaiian, CPRIT will notify theentity so that theapplicant
or granteehas the oportunity to bief the Attorney Gen e r a Ifice segafdling the
confidential nature of the informan. No hformaion that may b considered
confidental will be disclosed until the Attorney General issues asitat

TAC §701.29

Page35 of 238
June2019


http://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=701&rl=29

CPRIT Grant Applications and Funding Award
Policies andProcedures Guide
Chapte 31 Review Rocess

Chapter 3

Review Process

Page36 of 238
June2019



CPRIT Grant Applications and Funding Award
Policies andProcedures Guide
Chapte 31 Review Rocess

Chapter 31 Review Process

3.0 REVIEW PROCESS.......ciiiiitiiiieiiiiiiiresiieeee e siiieeee s ssnssessssneeeesssnnnnneeessssnnssenssnnees . 40
3.1 OVERVIEW .. .uttiiiiie ettt e e s e see ettt e e e s sttt e e s s amee s st e e e e e ann bbb e e e e e s ammas s annbbeeeeeeennneees 40
3.2 FINALITY OF GRANT REVIEW PROCESS......cciittiiiieeiiiitiieeeeertee e e s sitieee e e s st e eneneeeeesanes 41
3.3  ADMINISTRATIVE COMPLIANCEREVIEW ....cutuiiiiiiieeeee i eeetieeee ettt eneea s 42
3.4 PEERREVIEW PARTICIPANTS....cctttitttitiiiaaaeeeeeeaaaaiaeeeeaaeeeeeesssnsnnnnssmemssnsnnnsseseeeeeeeeeess 203

3.4.1 Review Panel ChairPersQn........cooiuiiiiiiiice it 43
3.4.2 EXPErt/SCIENBt REVIEWES......cccoiiiiiiiiie e iiitie ettt ettt ener e 43
343  AdVOCAIE REVIEWELS... ..o i i i et iccitteeee et eee st ebeeeeeeeeeeeeanns 43
3.4.4 Non-Partcipaing Obserers at Rer ReviewMeetingsS........coovvveeevviiiiiiiiicee e, 44
3.44.1 CPRIT and @Gants Management Staff............c.ocueiiiiiieeeiiie e s 44
3.4.4.2 Third Party Observer/Chief @apliance OffiCe............ccoveiriiiiiiiieeiiee e 44
3.5 PRIMARY REVIEW AND PANEL DISCUSSION.......cuuviiiieiiiiirieeecaeresssiinnneeeesansnseeessnnnsaesd 45
3.5.1 Primary REVIEW.........ccoiiiiiiiiiiiiiiieen ittt reeee s siieeee e sinneeee e smeee e 4D
TSI R = T - I Lo 1= o) o [PPSR 46
3.6 SCORES ANDWRITTEN CRITIQUES......cuuuieeiittiieeeestiicesseeseeaanaeesestanseesssnnmeassnaesessnnnns a7
3.7 SPECIALPEERREVIEW PROCESSES.......cceiiiiiiiiiiiiiiisieerninaaeaeeeeeeeeeeeessinnneeeeeeessnnnnnn 48
3.7.1 Praiminary REVIEW.........uuuuuiiiiiie et eeee et e e e e e e e e e e eeaeaesannnas 48
3.7.2 Recruitment Review (Academic ResearCh)...........ccccceviiiiiiccciiiiii e 48

3.7.3 In PersorPreentatons (Prodat Development Researcto@pany Applications)...49

3.7.4 Due Diligence Review (Product Development Rede@ompany Applications)...49

3.7.5 Prevention Progmmatic Review (Prevention Alicationg ..............cccceevvvvvvvieeee. 49
3.8 OVERSIGHT COMMITTEE PROGRAM PRIORITIES .....uuiiieeeeeieieieeitiitcmmeeeeriiias e e e e e e eeeeees 51
3.9 REVIEW COUNCIL RECOMMENDATIONS ...cciiiiiitiitsieiiitntteeee s s e s eeeeeeennennnees 52

3.9.1 RaANKING GrahAWAITS. .. ....cciiiiiiiiiiiee e iiteeiiti e ettt e e e s see et e e e e s sbbaeeeeeeans 52

3.9.2 Recommendation providdd PIC and Ovesight @mmittee............occuveeeeeeriiiiennn. 52

3.9.3 Dedsionto not recommethan application iSffid............ccccovviiiiiiiiccceiiiiiieeeen 52
3.10 PROGRAMINTEGRATION COMMITTEE (PIC) REVIEW .....ccciiiiiiiiiieiiiiiiiieeiiee e 53
3.11 OVERSIGHTCOMMITTEE REVIEW ...ceiiiiiiiiiiiieeeies i ieimete e ee e 55
3.12 DEFERRING AGRANT AWARD RECOMMENDATION .....uuuuuuuiaeseaaaaieieeeimneeeeeeeeeeeennnnnnnns 56

3.12.1 Deferral by the Program lagration Committee...........ooeeeeiiiiiiiiiiccceeeeeeeeeee 56

3.12.2 Deferral by the Oversight COMMItLEE............uuuiiiiiiiiiieaeiiiiieeeeeee e 56

3.12.3 Action on Dderrals Must betaken by August 31............uuuiiiiiiiiiiiieeciiiiiiieeeee, 56

Page37 of 238

June2019



CPRIT Grant Applications and Funding Award
Policies andProcedures Guide
Chapte 31 Review Rocess

3.12.4 Deferred Applcaions Pending on AUgUSE 3L........cuuivviieiiiiieeiiccsiieeeeeeeeeee e, 56
3.13  CONFIDENTIALITY AND NONDISCLOSURE......uuttirriiiiiiiiieteeeeimmsrrreeeeetresteeasaessessssmneeess 57
3.14 REVIEWER CONFLICT OF INTEREST (COI) ...uttiiiiieiiiiiiiee et eeiiiee et 58

3141 FINANCIAI COL. .ttt et me e 58

3.14.2  Professional COl.........ooiiiiiiiiiiiiie ettt 58

3.14.3  PerSONal COl....cciiiiiiiiiiiiiie ettt 60
3.15  IDENTIFYING COIS...iiiiiiiiiiiiiiiiiiiiie ittt mmen e eeee e 61

3.15.1 Identified DYthe FEVIEWEL..........uuuiiiiiiiiiiii et 61

3.15.2 Identified by the appliCant..............uveeiiiiiii e 61
3.16 REPCRTING UNDISCLOSEDCONFLICTS OFINTEREST......cceiiiiiiiiiiiirrinieens s 62

3.16.1 Notifying CPRIT of Undisclosed CD...........coovviiiiiiiiii i, 62

3.16.2 Investigation and Final De¢an of AllegedCOl ..........cccoeviviiiviiiiiiicmmeeeenn, 62

3.16.3 Actions TakenfiUndisclosed COI iSubstantiated.............cc.ccoocvviiieenineennnnnne 62

3.16.4 Validity of Grant Decision Not Affectetdnless Speciially Sated.................... 62
3.17  CONFLICT OF INTERESTWAIVERS ....cceeiiiiiiiiiiiiiiitienee e e sinnnnrnnneeeee s 63
3.18 PROHIBITION ON PROVIDING PROFESSIONALSERVICES FORCOMPENSATION.................. 64

Page38 of 238

June2019



CPRIT Grant Applications and Funding Award
Policies andProcedures Guide
Chapte 31 Review Rocess

THIS PAGE INTENTIOALLY LEFT BLANK

Page39 of 238
June2019



CPRIT Grant Applications andFunding Award
Policies and Procedres Guide
Chapter 3 Review Pocess

3.0 Review Procss

3.1 Overview

CPRIT relies upora multistage reviewprocess that incorporates peer review conducted
by outside egerts as well as programmatic review andratent with CPR T 0 tutorg t a
andfunding prorities.

The decisiond recommend grant applicatin for funding is based upon ¢éhsufficiency,
merit, and if applicable,product development prospectsfor the grantapplicaton, as
deerminedbyCP RI T & s p e eprogramenatic rewew processes

In somecasesthePIC or the Oversight Committeemay choose tdefer making a final
decision on one or meraplications recommended br grant awards. Generally, a
decision b defer an award recommendati until afuture meeting is nde because of
budgetay concerns. An award decision must be acted upon by thefehd fiscal year
(August 31) in which it vas ecommendetly the ReviewCoundl. Deferred applications
that hae not been approved bfugust 31 will be congdered not recmmended for a
grant avard.

To minimize the potential for conflicts of interest inthe review process, all
research and prevemion peer reviewers live andwork outside ofthe state.

At each s#p in the review process, theviewer®  diencto not reemmend an
applicationto move forward to the next reviestage idinal.

TAC 887035, 703.6 703.7, 703.§ 703.9
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3.2 Finality of Grant Review Process

Grant apflicants deseve a fair review unaffected by undisclodeconflicts of interest.

CPRIT 6 s sRypedify the review ctieria; applicants recee t he revi ewer s o

critiqgues, and CPRIT documentssidaken to consistently follow the apprapereview
proaess foreveryapplication. Nerertheless, thegrant review processis subjective; what
may appeal to one group of reviewers one cycle is not guakaitebe met with the
same level of enthusiasin another cygle.

Thenumler of proposal<CPRIT receives each yefar exceeds the available fling for
preventon and resealcawards. For many PRI Tdéds gr ant mec hani
rate for applicants ikss than 20 percent.

As a condition of gbmitting an aplication to CPRIT for review, the applicant accepts
that the only basis for recaderationof CPR T 6 s f dion redardingghe appation
is an undisclosedonflict of interes. See seton: Reporting Undisclasd Conficts of
Interest

TAC § 703.9

Page41 of 238
June2019

S msS

wr

T


http://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=703&rl=9

CPRIT Grant Applications andFunding Award
Policies and Procedres Guide
Chapter 3 Review Pocess

3.3 Administrat ive Comgiance Revew

Applications underg an admiristraive compliancereview to ensure theceurate and

complete submission of all components of a groplication required by the RFA.

Applications ae checkedor comgiance aganst the ga n t mechani awbds admini ¢
requirements listed ithe RFA.

TAC 88703.3(d) (f). (@), (h)(1). (). (). (K), 703.6(a)

Page4?2 of 238
June2019


http://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=703&rl=3
http://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=703&rl=6

CPRIT Grant Applications andFunding Award
Policies and Procedres Guide
Chapter 3 Review Pocess

3.4 Peer Review Participants

Experts scientiss, andpatient advocates are provisionally appointeitd thePeer Review

Panelby CPRI TO6s Chi ef E xoved byt theQversig@ifCbningiteer and appr
C P R Is Btatue refers tpeer evi ew panel sc reaesrch fes Rréwatiort i f

P r o g rcanmibtees. To minimize the potential for conflicts of interest, all reviewers

live and work outside of Texas unless a spemead justifies usinga Texas reglent. A

currentlist of members ppanel isavailableonCP Rl Tds. websi t e

TAC § 703.5(a)

3.4.1 ReviewPanelChairperson The chairpersoroversees he review

panel, works closelwith the grants
adminstrabr stdf on premeeting activities, predés at thepanel meeting, androvides
leaderkip in moderating andguiding panelmembers in their deliberations.The
chairperson plays a key roile ensurig that each proposal receivedair review based
on its merit and on the review criteria and théite meetg proceeds expeusly.
Generaly, thechairperson des not vote oimdividual applications.

TAC 8§ 703.6(c)

3.4.2 Expert/Sdentist Reviewers Each review panel is compriseaf

distinguished reviewers. Reviewers
are assigned to panelsn theér area of expertise. The Prevention amtoduct
DevelopmentResearchprograms use theermfie x p e r tr , roe vw hédicddemict h e
Research program uses Théerevievaers are leddersintheirt i st r evi
respetive fields and have ustarding qualifications, including publicatits, paters,
funding awardshonors, and sigficantachievements ithin their repective disciplines.

TAC § 7035

3.4.3 Advocate Reviewers At least one advo@ate raviewer is
appointed to eacRPeer Rview Pané
to specifically epresent the intestsof cancer patiets. Advocatereviewers keep the
needs of the patient and the community at firefront o f expert/ scientist roe
discussions and remihthem of the human dimension of the diseas€&his resuls in
increased awaness of the ingtan® of cancer preention and remarch and a stronger
relationship among the scientific, publicaith, andadvocate communities.

CPRIT <leds trained patientdvoates @ the basis of theipatient advocay and

suwivorship experiene. Advocate re@wersare full votingmembers of a ammittee

and assess the significance and impact gfeat awardas well asprovide an overall

evaluation Their participation like all par t i ci pants of &PIRI TO s revi
goer ned b ycoli& Bflinfefes policies. See sedbn: ReviewerConflict of

Interest(COI). A list of advocate revieweris availableoC PR1 T6s. websi t e

TAC § 7035(])
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3.4.4 Non-Participating Obseavers at Peer ~ Only the Chairperson and reviewers
Review Meetings participate  in the  substantive
discussion of applications and
decisbn makng at the peereview meeting. Although they do not participate in the
substantive discussiorr decision making, other indiluds may attendhe peer eview
meeting to provide assistance atderve the meeting.

3441 CPRIT and The Chief Program Officer and Program Manager
Grants attend the peer review meetings. Other CPBtBigram
Management staff or OversightCommittee mmbers may also attend
Staff peer eview meetings to observe the review [Ees.
CPRIT program staff doe not participate in the
discwssion, delibeation, s®ring, or vote on any grant
applications. They may answer technical qoestithat
do not address the Isstance of the applic&n. Grantmanagement personnel working
for CPR1 T 0 s-paittylgiant adnmistrator may attend theeerreview meetingto assst
the panel chairperson and reviewers with administrative issues andlgtevhnical
assistanceefore during, and after theneetng.

TAC §703.6(f)
3.4.4.2 Third Party CPRIT implemented the use ofnaindependeat third-
Observer/Chie party observer at peer iew meetings in 2012 to
Compliance docunentthatpanel discussits arelimited to the merits
Officer of the application and adhere to established evaluation
criteria. In addifon, the thirdp ar t y e twidtenr ver 0
report issuedat the conpletion of the review stage

indicates whether any attendees atligan the reviewers
andpanelchair at thepeer revew meeting participated in the discussion, scqrorgvote
on the grant gplication. This report becoreepat of the grant reard and is publicly
reported as part of the mpliance certification of gra awards. Thé&hief Compliance
Officer may fill the role of the independeabserver if necessary

TAC §703.6(9)
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3.5 Primary Review and Panel Discussion

Generdy, CPRI1 T 6 s p precss cogsts ioféww partsa comprehensareview of

the application ¥ Primary Reviewers (usually threg assignedto review specific
applications followed by a full panel discussion Certain exceptionsa the geneal

process described in this secatiare necessary for a partiau program or grant
medianism Seesection Special Peer Review &gesses Applicarts should consult the
RFA for information about the guticular review process applicable to the wgfra
mechanism

3.5.1 Primary Review Applications that &e not Ieen
withdrawn for administrative reasons
are assigned to primary reviewdrsa s ed on t h e faexernisecaadurder@s ar ea o
rigorous peer review. Primary reviewersadl potential conflicts of imrestprior to
receivingfull applications ér review. Seesection:ReviewerConflict of Interest(COI).

An applcaton is evaluated bgrimary reviewerswho individually provide dteria scores
and an initialoverall score For moe information about scores and critiquesesection
Scores and Written Critigues

1 Expert/scientist reviewers focus on the merit and the key

EACH APPLICATION strengths ath weaknesses of the proposaling the primary

'S JUDGED scoredcriteria. The secondary, unscored critergontribute to
AGAINST AN their overdl impressionand evaluationof the grant award
OIDEAL 6 Therefore, while the prinary scored criteria will grelt

influence the initihoverall scoret he r evi ewertdés scores
an average of the premy sored criteria. Primary and

IS NOT COMPA RED secondary criteria are listed in the RFA.

AGAINST OTHER

APPLICATION , AND

1 Advocate reviewergocus on he impact criterion such dke
APPLIC ATIONS patential relevance fothe propsed project to patients with
ASSIGNED TO T HE cancerand survivors of cancer; thmpact the proposed wior
may have on publichealth,cancer prevention, or patient care;
and the relative importance (significa) of this work.

REVIEW ER.

Advocate reiewers are required tevaliate ggnificance and impactComments ér
other criteria are optioha

The primary revieweyr 6 ividualdnitial overall scores are averaged to produce a single
initial overall scorefor the appkation. These primaryreview e r ssodes and critiques
plus the panediscussionswill be the prihcipal basis for the fid sunmary statement
documenting the evaluation and the basis for the pamehmmendation regarding the

proposa.
TAC §703.6(c)(1)i (3)
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3511 Panel After the primary reviewers dve completed initial

Discussion  Scoring andcritiques, the full peer review per(usually
12 7 15 reviewery meets to discuss theplicaions
assignedto the @nel. If there is insufficient time to
discuss all applications, the RewiePanel chairperson
determineghe applicatiors to be disaussedby the full
panelbased on the in#l evduation scores.

After discussng an applicatbn, e@h panel membeprovides anindividual overall score
thatisaveragedvi t h ot her p arest® provitheanibatovesbBooresfor the
applicdgion. Occaionally, points raised during theanel discussion will causénd
primary reviewer to lgzangehis or her intial scoe.

Primary reviewers may revise their initial scorefor the application after the
panel discussion.

Basxd won the discussiorand he scoes, the peer review panel develogpdist of
applications it reommends for grant awasd Thte panel may mmmend mdifications
to the budget, the project goals/timeline or administratigeieis. Any modifications
recommenced by the panel areoted in writing and move forward with the piication to
the next stagefdhe review process

Summay statementsantainingthe overall evaluation scores and critiques are praded
to applicants thasrenot moving forward.

TAC §703.6(c)(4)
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3.6 Scores and Written Critiques

Applications are scored asapg d the evaluation process. Primary review assess and
scorethecriteria specified in the Rfras well as on ovaill evaluation of the application.

Primary reviewers choose a numeric score foheafcthe criteria he or she auaed
based on a saafrom one(highest merit) tonine (lowest meit). Thiscriterion scoreis a
whole number ands consistentwith the balance of aomens on the strengths and
weakness for thatiterion

Tablel: Criterion andOverall Rating

Guidance on Criterion and Overall Ratings

Exceptionally strong with esstially no weaknesses
Extremel strong with at last se miror weakness
Very strong with on} a few minor weaknesses
Very good but with numets miror weaknesses
Good hut with at least one moderate weakness
Some strengths but also some matkeweaknesses
Some strentpsbut with at least ne mgor weakness
A few strengths and a femajor weaknesses

Very fewstrengths and numeroosajorweaknesses

Numeric

For both he criteria and overall scores:

T AAmi nor wéalwaanknaess that caasily be addressed and does lassen
the impact othe projed;

T Afimoder at e iswenaedkesetirmislassens the impattioe project; and

1 Af mjar wea k n eisasweaknesshat severely limits the impact of the project.

Reviewers also assign amwerall evaluation score based on their opinionabout the

criteria scoredlisted in the RFA The oveall score reflectsthe reviever 6 s over al |
impression and enthusiasm for fundinglthough the overalscore is not a mathematical

average of the criteria sores the overall score should make senseamparison with the
criteriascores. For example, a@application with citeria sores of 1 and 2 would not be

expected to have an overall score of 8.

Primay reviewers also write a cigiue to explain their asesment d the application.
Scores and ciijues should reflect one ahet. A critique with alengthy list of strangths
and no weaknesses should have an outstanding scGanversely, a critique wh a
lengthy list of weaknesseard no strengths shddi have a por score.
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3.7 Special Peer Review Ricesses

Occasionally it is necessary to moglithe standard review process accommodate
specialcircumstances. Th&FA will describe the applicable special review processes, if
any. Special review rpcesses may include use ofeliminary review, iRperson
presetations, due diligence review, aptbgrammatic review

3.7.1 Preliminary Review A preliminary evaluation process is
used when the numbef applications

is expected texceed the capacity othe eview panels to conduct a full peer rewief all
submittedapplications. The preliminary eWaation is conductegbrior to the full review
process Use of a preliminary review process wikk staed in the RFA the process,
criteria, and applicatiomommnentssubject to preliminary review wilbe specifically
described. Generally, a preliminaryreview process hasbeen usedto evaluate
applications submitted for the Individual Investigator graathanism.

In the preliminaryreview, assigned PeerdRiew Panelmembers (usually three) conduct
the preliminary evaluation fora grant application badeon areview of a sbset of
materiak presented in the application (usually the abstract, budgekegnplersonnebio
sketcleg. The assigned reviewers rpvide a peliminary score based on the criter
stated in thdRFA. The Per ReviewPanelchair déermines grant apptations hat move
forward to initial review based upon preliminary evaluation scofegrant application
that des ot move forward tanitial review is removd from further considation and
the applicants notified after the prelirmary evaluation stge has cocluded. Due to the
volume of applications to be reviewadktailedcommers are notmade by reviewersta
the preliminaryevalwationstage

TAC §703.6(e)(1)

3.7.2 Recruitment Reviev (Academic Applications for reruitment awards
Research) are reviewedby members of the
Scientfic Review Council (SRQ.
Following iderification of conflicts of interest, the RC chair assigns applications to
primary reviewers on th&RC (usudly three). Primay reviewes evaluate and score
applications based on the criteria specified in thé& RFollowing the pimary review,
the entie SRC convenes b dscuss theapplications. Ater discussig an applicatia,
eachSRC member providesn individual overall scoe thatis averagedwith the other
individual overall score® provide a final ovethscore for the rewitment application.

Ocaasiondly, points raisedduring theS R C dissussion will cause theiprary reviewer
to change his or hénitial score. Primary revewers may revise their initial scores for the
recruitment application aftéhe discussion.

Basedupon the discussio and the sores the SRC dewelops a list of ecruitment
applications it reommends for grant awards. TBBC mayrecommend maticationsto
the budget, the project goals/timeline or administrative issues. Aogifioations
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recommadedby the panel areatedin writing and move forward with the rearitment
application to the né stage of the review process.

TAC §703.6(8(2)

3.7.3  In Person Presentatiors (Product Product ~ [evelopnent Research
DevelopmentReseach Company company a@plicants that have
Applications) sufficiently positive scores after the

panel discussios are invited to
present their proposal irpersm to the ful review pamel andto answer reviewer
guestions. The presntation and questieandanswer sssiongenerally Iat about 45
minutes. Following thein-person sessigrthe applicant leaves the rooiso that the
reviewes may discuss the apmation. All reviewers indivdually submit aroverall score
for the appliction after the discussionThe irdividual overall ealuation €ores are then
averaged to providae final overall evaluation scofer the applicatin.

The per review panel sbmits a list of @plications recommended forud diligence
review to the Produddevebpment ReviewCouncil (PDRC). The PDRC decides which
grant applications submitted by the peer eavipanel will underg business operations
and managemat due dligence and intellectual poperty review.

TAC § 703.6(e)(4)(AXB)

3.7.4 Due Diligence Reiew (Product Product ~ Devlopment Research
DevelopmentResearchCompany company applications that undergo
Applications) due diligence review conducted by

outside contractorkired by CPRITor
the Product Developmé Review Council,and oveseen by the Chief Roduct
Dewelopment Officer. Due diligence invtves an n-depth evaluation of the propo8as
underlying intelectual poperty, clinical trial designegulatory affairs, manufacturability
of product, marketingetc The due diligence formation is providced to the Product
Development Reviav Council (PDRC) membes and the primary reviewers agsied to
the applicatiorfor their consideration.

Following a dscuwssion of the due Hgence information the PDRC conducts a
programmatic review and etidesthe applicationsthat should be reammende for
CPRIT gant funding. Criteria considered durirthe programmatic review are spelled
out in the RFA. All podud developmentresearchapplicatiors recomrended forgrant
funding arenumerically rankedy the Reiew Council and simultaneously smitted to
the pregling officers of the PIC and the Oversigbommittee.

TAC §703.6(e)(4)(BY (C)

3.7.5 Prevention Programmatic Review The goals of the Prentin
(Prevention Applications) Progammatic Review ae to meet
budgetguidelines and to bBance the
CPRIT prevention portfolio by setting the best prigcts basd on the programmatic
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priorities.  Applications must be within the score range determingedhb Prevention
Review Councilto be casideredduring programmatic review.

At this level of review recommedations for funding are based eomparisons with
applications from the prevention reviewrnek ard programmatic pridties. The scores
are onlyone factor consigted during programatic revew. Prevention Programmatic
Prioritiesinclude but nay not belimited to:

Potential for Pubti Health Impact and Return on Investment (ROI)

T Pr oj eotettidd snpapt on cancer rpveriion and contol (e.g. b reduce risk,
prevent cancer, detectancer arly, improve quality of life forsurvivors) and
demamdrationof a strong evidence base

1 Good nvestment given the cost of the progrand potential reachndimpact

Geographic Disibution

1 High incicence, moulity areas for €as

9 Areas not welkerved incurrent CPRIT portfolio
Cancer Tye

1 CPRT may suppadrall caners that have evidendmsed preention interventions
but may prioritize based on high ideine, nortality, prevalene ofrisk factors. See
individual RFAs for agas of emphasis.

1 Gearaphic dstribution of cancer type in CPRIportfolio
Type ofProgram h CPRIT Portfolio

1 Primary, secodary, tertiary prevention

9 Public education and outreachpfassioral education and dining, clinical sevice
delivery

Page50 of 238
June2019



CPRIT Grant Applications andFunding Award
Policies and Procedres Guide
Chapter 3 Review Pocess

3.8 Oversight Committee Program Priorities

C P R Owersght Committe establifesProgram Priorit ieson an annual basisThe
priorities provide traspar@cy in how theOversightCommittee directthe orientation of
theageny 6s fundi ng p owithirf its thie® ppghams asneleas guade d
CPRIT programstdf and Review Councils on the development and issuanceogfgm:
specific RFAs and th evéduation of appicationssubmitted in respnse to those RAs.

C P R | thréesprograms are guided by etisfied key principksessentil to executing
CPRI TO0s phempim grieciple underlying all three programs is ety will

continue to ensertha only applicdions with scientific meritwill move forward n

C P R peérsreview process. The programorities supplerart theseprinciples to
direct the seleabin of meritorious applications. It is important to notat thesepriorities
do notexclude furding inareas outide of the idenfied priorities.

The Oversifp t Commi tt eeds amnmeiewadamd agsted annailytas e s
circumstances changednew information is found concerning canoelated advares
in prevention, academieseach ard produt developnent research.

The Oversight Committe 6 s  apmr poiagities for the fiscal yeaare awailable on
CP R Website

Health& Safety Codes 102.107(2)(3)
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3.9 Review Council Recommendations

At the concalision of peer review panel evaluatiorgch panel chair subita to the
Review Cougil the list of goplicaions the mnel recommends for grant award$he
Review Council undertalsgprogrammat review to evaluate alignment with theogram
priorities and @termines which proposals will be recoemded to thé1C andOversight
Committee or funding

3.9.1 Ranking Grant Awards The Review Council considers and

prioritizes the recommendatis of
each 6 the peer review panels by assigningnamerical ranking score to each
applicationthe ReviewCourtil recommend fora grant awad.

The Revi ew Co Lrankinglscbrgakes inttmaccount the final ovéracore
how well the grant application achieveprogram prioities set by the Owussight
Committee, theoverall Program prtfolio bdance,and any other criteria describatthe
Request for Applicatias.

3.9.2 Recommedation provided to PIC The Review Couricl 6s final ranked

and Oversight Conmittee of grant recommasations is
submittedin writing simultaneasly to

the Presling (fficers of the PIC and the Oversight Committedf the Review Council
rarks an applicgon with a less favorable score aheadaofappication with amore

favorable score, then the Reviewudail must provide avritten explanation br doing

so. Any changeto the grat applicatiods goals, objectivespudget, or timeline
recommaded by the Review Councilfor a grant awards specifed in writing. This

information is made publicly availabletine CEO packet

3.9.3 Decision to not recommend an The Review Coun i Metision 6 not
application is final include a grant apgationon the list
of grant recommendations subted
to thePIC and theDversght Committee is final. Grant applicatis not included on the
Review Council s | i st are nagesofdhemvieivdyelas ed i n sutk
Applicants are notified at ih stge that they & not moving forward in theevien
process and caaccesghdr summary statements in CARS.

TAC §703.6d), 703.6(h
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3.10Program Integration Committee (PIC) Revien

The Program Integration Committee (PIC)i s ¢ o mp o s e dChief ExecG#e R1 T 0 s
Officer, theChief Scientific Officer,the Chef Product Deelopment Officer, the Chief
Prevention Cfficer, andthe Gmmisgoner of the Department of State dite Services.

The PIC conglers the prioritized list of applications submittedtbe ReviewCoundl(s)
andapprovesby a majority vog, a final list of aplicationsfor recommendationo the

Ovesight Commitee. TheP 1 C6s | i st of \adp anlekplarmation forrits mu s t
recommendations, particularly if the PIC decides natecommendn aptication for a

grant award.

The PIC may rcommend modifiations to the budget, thegped goaldtimeline or
admnistrative issues. Any recommended maoddtions are noted in writingnd move
forward with the application to the OversigCommittee

The Chief Caonpliance Officer attends ¢h PIC meetings to olesve and document
compliancewith C P R Is Staiute amh adninistrative rules.

The PIC may defer argnt application. See section: Deferring a Grant Aard
Recommendatn.

3.10.1 Statutory Priorities The PI® s finafl gramti st 0
recommendations is  bstantially

based on th rarked lists submitted by the Review Couis)l and to the extent poskib

gives priority to proposals thdtlfill the foll owing statubry priorities:

9 Could lead to immediate dongterm medical ath scientific breakthroughs ithe
area 6 cancer preention a cures for cancer;

Strengthen and drance fundamental sciencedancer research;

Ensure a comprehensive coordinatpgraach to ancerresearch;

Are interdisciplinary or iter-institutional,

=A =4 =4 =

Address federal or other majorsarch spnsors' pridties in emerging scientific or
technologyfields in the area of cancerguention or cures for cancer;

1 Are matched with fundavailable bya private or naprofit entity and institubn or
institutions @ higher education;

1 Are collaboraive baween any cmbingion of private and nonprofit entities,uplic
or private agencies anstitutions in this state, and public or privatetitgions
outsidethis state

Havea demonstrable ecomic development bendfto this state;

Enhance resard supeiority at institutions of higher education in this statey b
creating new research sujmeity, attracting existing research superiority from
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institutions notlocated inthis state and other reseh erities, or enhacing existing
research supmrity by dtracting fom ouside this state additional researchersla
resources;

1 Expedite innovdon and product development, attract, create, oraedpprivate
sectorentitiesthat will drive a substardl inaease in highguality jobs, and increase
highereducaton applied sience ortechnology research capabilitiesgan

1 Addresghe goals of the T&as Cancer Plan

In additon to the stutoy consideations, the PIC considers hether a proposed

recommendation achieves one oobmaprogrampriorities set aanudly by the Oversight

Committee. Fomore information onthe Ovarsg ht Commi tt eeds program p
section:Oversight @mmittee Program Rurities

3.10.2 Minority Recommendation In the eventthat the PC 6 oteanthe
final list of grant recommendans is
not unanimous, a Pl@ember or members not voting in the majority maynsitita
written exphnation tothe Oversight Committee fdiis or her vote agast the majority.
The membe Gsplangion may indude his or her own list of grant recommendaris.

Restriction on communcation with an Oversight Committee member

A PIC memler may not ommuncate indivdually with one or more QGarsigh

Committee merers about a pending grantoennendatio until thePIC has

submitted its list of grant award regonendations to the OversigBommittee
and the CEO has submitted the written aifVits.

TAC § 702.19(J, 7037
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3.110versight Committee Revew

The CEO, as presiding officaf the PIC, providesthe PCs r ecommendati ons tc
Oversight Committee for caideration. Oversght Commitee members may access

information supporting tB recommendations via a seeugiant potal. The suporting

information available to the Oversigif@ommittee members for eachpmication

recommended by the PIC includes:

1 The apfiication;
The appl ¢ a t dcaves &nd written critiqage

Other materials rdevant to the application @. the duediligence assesmentfor a
company product developmentgt recommendation)

1 The Gmgiance Officer Certification seesection:Compliance Officer Ciifi cation
and

1 The CEO Affidaviti see sectionCEO Affidavit .

The Oversigh C o mmrevigwdsendt sntended to replace the judgment ofgher
reviewers.

By the time that the grant applicationanciuded o n t he P | didas I i st of
recommendtions have been subrét to the Oversight Committee, the merit obah

applicationhas undergonbetween 20 100 hours of individual review and dission.
OversightCommittee members evaluate the applicaticarsd pra@ess documentation to

ensure that #n review process fairlyand consst ent |y f ol |l owedd CPRI Tb6s p
procedures ahthattheree mme nded applications fiea.l fi I | CPRIT

The OversighCommitee may defer argnt application.Seesedion: Deferring a Grant
Award Recommendamn.

TAC §703.8
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3.12Deferring a Grant Award Recommendaion

The Program Integtion Conmittee or the Oversight Committee mealgoose to defe
making a firal decision on one or more applications recommendedyfant awards.
Generaly, a decision to defer an award oeemenddbn until a future meting is made
becawse of budgetary caarns A decision on the deferred applicatiomust be made
within the State Fiscal Year or it will be consi@red to be not recommended for an
award.

3.12.1 Deferral by the Program Integration A majority of the Frogram Integration
Committee Committee may vote tadefer a final

decision on anapplication that has
been recommended by the Reviewu@cil. The Progim Integation Committee must
notify the Oersight Committee in writingof the decisionto defer action on the
applicaion and provide a reason for doing. sitNo Oversight Committee adbn is
necessary to approve the Program IntegratiennOni t t e e® ® dedkre cThes i 0
deferred application isigible for consideration angecommendatioat afuture Program
Integation Committee meeting held in the samsctil year.

3.12.2 Deferral by the Oversight Committee ~ The Oversight Committee may defer
action on an apptation ecmmended

by the Program Integrath Commitee if at least twathirds of the rembes present and
votingageetodo so. The Over si g hreasof tomdeieirtg ta grantaward
decision must be recorded in the minutes ofntieeting. The defred aplication will be
considered by th@rogramintegration Committe at a future metng held in the same
fiscal yea.

3.12.3 Action on Deferrals Must betaken An applicaton that is recommended
by August 31 for a grant award by the Rewe
Council but defged for further
consideration by the Pragm Integation Committee othie Oversight Camittee must be
acted ypon during the state fiscal year that the remnendation wasnade. Any dedrred
applications that have not been approved byGtersight Committe by Agust 31 will
be considered not regonendedor a grant award

3.12.4 Deferred Applications Pending on If the Program Integration Committee
August 31 or the Oversight Committee defers
action on an application and the
application is pendng on August 31 (@ reconmended), the application may be
submitted n a subsequent revieaycle withoutthe submission countinggainst the
resubmission limit, if any, staden the RFA.

TAC 88 703.7(d) 703.8(7)
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3.13Confidentiality and Nondisclosure

Evewyone involved m the review process owho has acess to grant application
information (peer reviewpanel members Review Council members, PIC members,
Oversight Comittee members, andCPRIT program staff) signs a nondisclosure
agreemat. This agreement etails confidetiality of the review poces ard review
materials

Key points inclide the followng:

91 Individuds involved in the review processiust not discloseuse, reproduce, or
communcae confidential or proprietarinformation for any purpose o#r than to
evaliatethe application;

9 Individuals involved in the review procesmust not publicly disclose funihg
decisions prior to the time that the CPRIT Owghsi Committee hagpublicly
announced the grant awards for Apgtions in the same fundingycle. In cettain,
time-sensitive circumdances (e.g. recruitment or relocation dsions), applants
maybewowt i fi ed of the Revi ew pGbliclannounderids deci si on
Gererally, this notification will be rade by ®RIT programstaff;

9 Individuals involved in the review proes must treat all proposal materials,
commitiee me mb e mené coonmitee discussions and recommendations
confidentially. None of this infomation may be disclosed outside of the rew
process, even after fundindecisions armadk;

1 Individualsinvolvedin thereview processnust not contact thapplicant, anember
of theapplicant 6s staff, p r ocsfueless Bpecifighyl friends,
autlorized to do so by the CPRIT CEO @hief Rogram Officer and

9 Individuals involved in the review proess mustreturn all originals and copies of
confidential orproprietary ifiormation nonCPRIT staff are directed fgermanentt
delete all elecbnically stored confidential or propriesamformation.

TAC §701.29
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3.14ReviewerConflict of Interest (COl)

Everyone involvedn the review procesgpeerreview panelmembers, Review Council
menbers, PIC memlrg, and Overght Committee members) agse o CPROIT 6 s
policy prior to beginningreview ativities and must promptly reporany COI for
individual appliations.

A COl exists when areviewa hasa red or apparent interest in the oume of an
application such thiathe member is in a position to gain financiallyofessionally, or
personaly from either a positiver a negave evalation of the grantrpposal. Certa

types of COls, notebdelow, may require the reviewer to be recudedm reviewingany
applicaton submitted under the same grant mechanism.

Unlessa COI waiver hasden apprved by the Oversight Committeeeviewerwith a
COl does noparticipate inthe discussion, preseaton, or scoring of the application at
any pont in the proess.

3.14.1 Financial COI A reviewerhas a financiaCOl if the

reviewer or a personrelated to the
reviewerwithin thesecond degree of camsguinity or afinity or any other peon with
whom thereviewerhas a common finana interestither.

1 Owns orcontrols, directly or indirectly, an ownership irgst in an entity gplying to
receive money fron€PRIT or in afoundaton or similar orgarzation affiliaed wth
the applicant.Interest subject to this provision includénaring in profts, proceeds,
or capital gains.Examples of ownership or contraidlude, but are ndimited to,
owning shares, stock, or otindse aml are not dependenpan whetler voing rights
are included A reviewer with this COI is recused from réewing all apgications
subnitted for thesame grant mechanisrim the same reviewycle

i1 Stands taeceivea financial benefit of any amountdm an @plication under reedw
(excluding emureration, if any, fo sewicesrendered in conducting the review).

1 Has received dinancial berfit from the grant applicant unrelated to the grant
application of moe than $,000 within the past 12 month&his totd includes fees,
stok, and other heefits. It also incluegscurrert stock holdings, equity interest, &n
intellectualproperty orreal propertyinterest but does not include diversifigaitual
funds.

TAC 88702.11(c)702.13€)

3.14.2 Professioral COI A reviewerhas a professional COI if
the reviewelor a person rekad to the
reviewer within the second degree of carganity or affinty is (or was, if applicable)
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1 A member ofthe boad of directors, othegoverningboad, or any committee othe
grart applicant, or serves as an eleate@ppointed dfcer of the atity or holds such
a position at a foundation or diar organizationaffiliated with the grant applicant.
A reviewer wih this COI due to seving on the bard of directors or asan electel
or appointed officeris recused fron reviewing all applications submitted for the
same grant mechanisnm the same reiew cycle

1 An empoyee of either the grant applicant or thBrincipd Investigator on an
application ora foundation or similaprganization affiliated with the grant apphaot.
A reviewe with this CO is recused from reviewing all applications submittdor
the same grat mechaiismin the same review cycle

1 Unde activeconsideration for gosition at thegrant ap p | iittiennt 6 s i nst

organization, or compangr at a foudation or simiér organizatia affiliated

with the grant applicanti Un der c @ar $ i ¢ e clugds mtivitte®sudh n

as submission of aemploymet application, resum curriculum \tae, or

similar documat and/or interviewing with one or more repegatives from

the organizatn with no final action taken by the organization aneting

consideratin of sich employment. A reviewer with ths COI isrecused from

reviewng all applicatons submitted for thesame grant mechanismin the same

review cycle

1 Represents thgrant applicat or is actively seeking to represent the grantiegpl
in businesor law, including serving as a consultant @ contactor to the applic#.
iAct iseelehg t o mauges atigitiesnstich asiresponding to a wegt for
proposls or qualifcations issued by the entity applying to receive mdinem the
CPRIT, providing a solicited or unsolicited propaisfor work to the entity apping
to receive maney from theCPRIT,and negdiating terms of service for represation
even ifa final agreerant has not yet been executed.

1 A colleague, scientifi mentor, or stud# of asenior member or key personnel diet
reseach or prevention pigram team listé onthe grant applicadn, or is conducting
or has conducted resehror other sigificant profesional activities with a senior
member or key persoehof the researchr prewertion program team listed on the
grant apfication within the st three years

1 A student, postdoctal asocate, or part of the laboratory researgroup of a
primary memberof the research or prevention program team listedhengrant
applicaton within the past siyears.

1 Engaged inpr are panning to be engaged, collaboraion with a primary memér
of theresearch or prevention team listattbe grant aplgcation.

1 Known to have longstanding scientific differencegpersnal disagreementwith a
primary member of the research aepention program team listedn the applicéon
that could be pemivedasaff ect i ng t he member s objectivity

TAC §§ 702.11(d)702.13(c)
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3.14.3 Personal COI A reviewer has a personal COf a
close personal friendr a person who

is rdated to the revieer within the second degree of consanguinity affinity is a

primary membe of the research or prevention program team listedtlee grant

application.

TAC §702.1%e)
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3.15Identifying COls

3.15.1 Identified by the reviewer To assist in idntifying potentiaCOls,

reviewers are provided the names of
the apflicant organizationkey individualsworking on the proje¢ta ron-confidential
summary of the projectnd a list of cdlaborators orother individuals disclosed by the
applicant that a& related to therpject. Reviewers for Product DevelopmeResearch
awards are also prialed the compan 6capitalization tatd.

Geneally, COls are apparent from the i@t information and the rewwer is not
assigned to the application. Occasionaliowever, a reewer dos not immediately
recognize a COlrad may dentify the COI durig the review poces. If this occursthe
assgned reviewer is recused from furthexview of theapplication; he application is
assigned to anoth@rimary reviewe if there is adegate tine to complete a written
review.

3.15.2 Identified by the applicant CRRIT relies primarily upon the

reviewer to idenify COls. In
addition, CPRIT postshe review panelmembership orits public websiteafter the
applications have beeassigned to the veew parels. Applicants may review the pah
membes and nofy CPRIT d any potentialCOls.

TAC 88 701.2(8), 7B.5(Kk)

The peerreviewer panelinformation is posted to assish identifying
potential COls; it is not an opportunity for an applicant to request specific
peerreviewers be &signed or not assigned to review the application fany

reason otherthan a potential COI.
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3.16Reporting Undisclosed Confiicts of Interest

Undisclosed conflicts of intere§€0I) are the aly grounds for seking reonsideration
of an application.See sectin: Finality of Grant Review Pigess

3.16.1 Notifying CPRIT of Undisclosed COI An applicantwho believes a reviewer
involved in the evaluation of the

appl i camppbcdion dia a @Ql not disclosedby the reviewea should notify
CPRIT in writing to request a investigatio of the alleged COl.  The written request
shaild be filed with the CEO ndater than 30 days after the CEO presents the final
funding recommendains forthe applicable review cycle to th@versigit Committee.
The aplicant is encaraged to file a requésvith the CEO as soon as possible so that the
application mg be assignedo another reviewer or review panel during the review
process, if posbie. If the request is filednore than 3(days afér the final funding
recommendationsre presentedthe apficart must provide good cause for failing to
meet the deadiie.

TAC § 702.15(b)

3.16.2 Investigation and Fhal Decison of CPRI Tos Gesel ewesties C o
Alleged COI and proviegs an opinion regarding the

allegedCOl to the CEO ad presiding
officer of the Oversight Committee. The CEO ddes whéeter an undisclose@€Ol
exists. TheC E @ d@lecision is finalnless tiree or more Oversight Committee mearsh
ask that tk issue be addl to an Oversight Committee meeting agenda for sééon and
vote. The persa requesting the investigation wille prowded written notice bthe final
dedsion.

TAC § 70215(c)(d

3.16.3 Actions Takenif Undisclosed CQis  The final decision findig that a

Substantiated reviewer has a COIl not disclosed

during the review processilvinclude

acions, if any,to be taken. Actions may include reconsideratiothefgrant applicain
or referral of the application to a d@&rent er review panel.

TAC § 702.15(f)

3.16.4 Validity of Grant Decison Not Unless specificallystated in theihal

Affected Unless Specificajl Stated determination retad to the
undisclosed conflict of interesthd

validity of an action take with regard to the grant application is not affddby the fact
thatthe revewer who failed to report &0l participated in the review prass.

TAC § 7(@.15(q)
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3.17Conflict of Interest Waivers

In exceptimal circumstanes,the participation ban individual involved in the review

processor responsibldor grant moitoring activities outweighs the potential bias posed

by a conflict ofinterest(COIl ) held by the individual. Inhose ases, the Oversight

Committee may vte o approve aCOl waiver to alow the otherwise conflicted

individual to participae inthere @ w pr ocess. CPRI'TOs Chief Exec
Oversight Committeeanember my propose granting a waiver on ladhof a conflicted

individud. The requestnug be in writing andncludeinformation about th€Ol.

In orderto approve a waer, the Ovesight Committee must publicly find in an open
meetingthat there are @eptiond circumstances justifying the cdicted indi vi dual 6 s
participaion in the reiew process. The Overght Committee may adopt limitations on

the canflicted individ u a | 0 Patignaormitigate iany potential for bias.

The Overight Committee mayamend,revoke, or revise this waiver, ingling bu not
limited to thelist of approve adivities and dutiesand the limitations on duties and
activities. Approval forany change tahe waiver shall be by a vote of the Oversight
Commitee in an open mé&ag. COIl waivers approved by the oversigtbmmitee are
available orCPRIT website.

The waiver is limitedto the conflict of interest specified intheEDd s r eTpthe st .
extentthat individual has €0l with an application that iaot the conflictidentifiedin

the approved waiver, then tleenflicted individual will follow the requied notification

and reusal process.

TAC § 702.17
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3.18Prohibition on Providing Professonal Services ér
Compensation

A peer review parel member and a Review Council memmbmay not proide
professioml services for compensation exceeding $5,000 togaagt applicanivhose
appicat i on was r evi eswevidwpdngl(ortcdueci). nikbendyne of tis
restriction is for ae year from the due date of the grant apptioa or the eféctive date
of the grant award, whichever is lgtainless waived Y a vote of the Oersight
Committee. Professional services dot irclude those servicder which an haoraium
is paid, but bnoraia exceeding $5,000 should be reportedthe Chief Exeutive
Officer. Even if a payment is not otherwise prohibited,rantee shall not gy the
reviewer with grant funds

TAC §703.5(q)
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4.0 Approving Grant Award Recommandations

4.1 Overview

An application recommended by the Review Couneild PIC is consdered by the
Oversight Committee for a CPRIT grant award. At te@go-thirds of Owersight
Committee members present and aoleotemust approvehe P | €¥écommendatio in
order for an apptidion to be eligible to receive a grant awardPrior to voing on the
awad recommendations, the Oversight Committee considbetherthe review of the
application has complied with aldministative rule and statary requiremets.

Approval by the Oersight Committee does not entitle an applitaa a grant award; all
grantawards are made via contract.
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4.2 Oversight CommitteeApproval

In orde for anapplicantto receive a grant award@iexaslaw requires approvadly two-
thirdsof the Oversight Comntige nembes present and able to vote. Theasare taken
in a public meeng during whichthe Oversight Committee members hawneopportunity
to ask theChief Program Officers and otherPRIT program staff questionsabout the
recommenditions, the reviewprocess,and program priorities

1 Oversight Conmittee memberare governett y CPRI Tds . 8e@bectipro | i ci es
ReviewerConflict of Interest(COI).

91 Dueto the volume of granapplicationgecanmendedy the PICfor awards and the
Oversi ght Co mthé Overggh@ommitieg gtatke up more than one
grant award recommendation attime for discusion andvote. This is generally
done unles an Oersight Committee meper requests #t wting on grant
recanmendations be done individuallyor COIs heldby Oversight Comittee
membes require separate votes

1 The total amount of monegpproved to fund multiyea grant awards specified at
thetime that the application iapproveddy the Owersight Committee

1 Intheewent that a grant award recommendasubmitted bythe PICis na approved
by the Oversight Committee, the reasontiot approving thewardis recorded in
the minutes of the neting.

1 The Oversight Commiteemay not awardnore than $300 millionn grantawards in
a fiscal year.

TAC 87038(2)i (5)
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4.3 Compliance Officer Cettifi cation

CPRI T o0& Co@iarce Officer is responsible for regmy to the Ovesight

Commite e regarding t he agencyoOsstatumrg ngpd @ anc e Wi
admnistrative rule requirements during thlggant reviev process The Chief Compliace

Officer reviews the compliance pedigreesr fthe grant aplrations (see section:

Conpliance Pedigreds the third party observer report, supporting grant eview
doaumentation,andconfers withCPRIT programstaff ard grant adminigator personnel.

Based upon satisfactory reviewetlEhief Complianc©fficer certifies grant applications

for the Overs g h't C o mmiideratore prisr to che nvete by the Owveaight

Committee

In the event that the Chi€fompliance Ofiter identifies a compliance variance, the Chief
Executive Officermay recommend tdhe Overgght Committee an option to addrebe
conpliance variance. TéhOversight Comittee must vote in oet to appove the Chief

A

Executi vecofrhehdatomr 6 s r e

TAC §703.8(1)(2)
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4.4 Compliance Pedigrees

Each grart application submitted to CPRIT has individual @mpliance pedjree(also
referredtoasi gr ant pEhd onpliaece gedligree tracks the grapplicdion as
it moves thragh each stagef the submission andeview process to document
compliance with apptable laws anddministratie rules.

1 The information related to the procedustps listed on thpedigeeis entered and
attested to byhe thirdparty grant adminiséitor orCPRIT employeg as appropriate

1 Oversght Committee members are provided campliance pedjree for each
application recommendeaif a grant awardThe comfiance pedigree ipart of the
CEOaffidavit.

1 The grant pedigrees public recad and is available though CPRIT § websiteafter
the Oversight Comrttee meeting

TAC §703.8(1)
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4.5 CEO Affidavit

The CEO sbmits awritten affidavit for every applicath recommendedor a grant
award at the same time the list PIC recommendationis provided to theOversidt
Committee. The information cabed int h e CE OO0 sdeseribek ithdesiewi t
process and includes

1 The applicable RA;
The numbepf applicatios submitted in response to the RFA for review;

1

1 Whether a preliminaryeview pocess was used;

1 An overview of theCOI proess and COI waiverganted,;
1

A de-idenified list of the fnal overll evaluation scores and numericahking score
(if applicable) assigned to all apgditions in the raew cycle; and

1 A high-level summary of thbusines®perations and manament due dilignceand
IP review, ifapplicabk.

The CEO relies upon the informati included inthe complianceedigreefor each grant
and the peer rewe panelobserver report. Both documenteattackd to the affidavit.
Following the public announcement ofhe gant awards, the CEO affidavit for each
award is publicy available

TAC §870219(f), 703.7
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4.6 Request to Disburse Grant Funds in Adance of
Incurring Expenses

CPRIT disbursegrart funds on a reimbgemat bass, except for grants that have bee
specifically approved for sbursement of funds in advance of expending the Sund
Generally, fud advacement has been approved for graatgardedto companies, with
advancement tietb echieving a specifisetof objectives

1 Disbursing grant funds fa particulamproject in adance of incurring expenses must
be requested by the BEO and approved by majaity vote of the Oversight
Committee.

1 Suchapprovaltypically takes place at ehtime that the appli¢en is appoved for a
grant award.

1 The approal for disbusing grant fund in advance applies to the duration of the
project;however, it is wihin CPRTé s di s ¢ r € toia einbursemenbasis. e r
Generally the last 10% ofrart funds will be disursed on areimbursement basis.

In no eventwill grant funds bedisbursed until a grant award contract has
been executed beteen CPRIT and thegrantee

TAC 88 73.7(j), 703.8(2)(B)
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5.0 Grant Contracts

5.1 Overview

All CPRIT grants are awarded througltantract thatspecifies the @sponsibilities and
obligations of the grantee andflegts reporting ad othe legal requirements. Award
contrats incude an intellectual rpperty agreemenard

THE OVERSIGHT terms related toeverue shaing with the state. Academic
reserch and prodat developmentesearchgrantees must
certify that they have fundsedicated to the piect btaling

COMMITTEE 0s

APPROVAL O F THE at least half of the amountf CPRIT funds tobe disbured
RECOMMENDATION by CPRITbefae thegrant contr act canbe executed.

TO AWARD A L
The grantee idicates acceptance of the grant and the

associated tens and conditionsby exeuting the grant
CONSI DERED FINAL contract si Brant CAéhagEnden  System
UNTIL A C ONTRACT (CGMS/CARS) and accepting funds fro@PRIT. CPRIT
uses CGMA&CARSto create, exchange, execute, submit, and
verify legdly binding grantcontra¢ documents.

GRANT IS N OT

IS EXE CUTED BY

CPRIT AND THE

GRANTEE . If the applicant izunable b agree tahe grantcontractterms

or cannot perform in aawdarce with the legal obligations
and contrat provisions, the applicant tsould notify the appropriate CPRIT Chief
Program Offcer immediately.If resdution cannot be reached, the graantrad¢ will not
beexecute and the grantecad will be updatedccoringly.

The grant award contract is king upon thegrantee and CHR unless the contract is
terminated. However, ectan contractual olfjations continue after the contract
termination date, even if the cordct is terminagd wilaterally or prig to the expected
termination date.
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5.2 CP R IsGrant Management System (C@IS/CARS)

Once the Oveight Canmittee approves the grant award@eexmendton, the applicant
organizationrandCPRIT finalizethe gramcortract terms. CPRIT uses an electroniergr
managemensystem, CGMECARS, to create exchange, execute, submit, and verify
legally binding gant cantract documents. Unless directettherwie by CPRITprogram
staff, all documets, reports, supportingiformation, noticescorrespondencetc. shald

be submittd via CGM3CARS.

TAC §703.4(1)(DYE)

CANCER PREVENTION & RESEARCH Luide
INSTITUTE OF TEXAS

Welcome to the Cancer Prevention and Research Institute of Texas Application Receipt System

Sign In / Register n
9 g Sign In
= | am aretuming CPRIT Application Receipt System user
Sign in here- Forgol your password? n ]
» |'am anew GPRIT Application Receipt System user semame
Register here Passwod [ ]
Important News and Dates
» CPRIT is now accepting Check our list of Current Funding Opportunities. Forgot your password?
* View the RFA Release and Peer Review Schedule
= View our Stalute, Rules and Grant Policies Guide

* CPRIT's guidance to define pr research and p fon his available here (5/10/12).
= View our Previous Funding Opportunities.

+ CPRIT Grants Management System (CGMS)

= AWARD MECHANISMS ACCEPTING APPLICATIONS:
Recruitment

Please note that the Recruitment RFAs and IFA were updated on 413012015
» Recruitment of First-Time, Tenure - Track Faculty Members (RFT)
» Recruitment of Rising Stars (RRS)
' R of 7 (REI)
» Application receipt period:
+ September 2, 2014 - August 31, 2015

Figure2: CP R | T éntMar@agement Sstem sreershot
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5.3 GranteeActions Necessary to Initiate a GrantContract in
CGMS/CARS

A new grantee must completéhe following agreements andedifications befoe

CGMSYCARS will make the grant contraetvailabk in the system. Tle documents are

avdlable to completein CGMUS/CARS andares ub mi tt ed f oew VICPRI TGO s re
CGMSCARS. Once CPRI has recei ved t he granteeods rec
certification, the grant ontract will be available for revie. The agreement and

certification apply fomllo f t he ¢@RITapnoease 6 s C

5.3.1 Electronic Signature Agreemef The grant ee6/GARSise of CGMS
goverred by an agreememegardng

the use of binding electronicigeatures. The agreement reiges the grane to

acknowledge thatrteringthe A S O password at certain specifi@oints constutes the

legd equivalent of t he ASQ&dyupomatheshet thathei gnat ur e.

ASO has entered his or hersgaord a evidence that theranteeconsentdo be legally

bound bythe £rms and conditions of the contract orlated document A grantee mst

have an executed electroniser agreemerdn file prior to executig a grat contract.

The electronic usergaeemenform is available othe CGM3CARShomegage.

TAC § 101.25
5.3.2 TobacceFree WorkplacePolicy The grantee mustcerify that the
Certification or Waiver entityaods b o aar athero f direct

govening body has dopted a
tobaccefreeworkplacepolicy meeing the following minimum sandards

9 Prohibits the use of allobacco product by employees and visirs to property
owned, operated, leased, op@d, or contolled by the gantee;

9 Applies to at least the buildings and struesiwhere thgrart awardis taking place,
including the sidwalks, parking lots, walkwayg, and attachegarking structures
contolled by the grantee;

Designates additiong@roperty, ifany, to whichhe policy applies; and

Provides or refers employe&stobacco use cestson vices.

If the grantee cannot raethe nnimum standards regqed by CPRIT, aequest towaive
compliancemust be submitted via CGMEARS and appoved by the CPB before the
grant contract may be initiated. The approved waigeeffective only ér the State
Fisal Year in which it is gantel. The certificathn ard waiver forms are available in
CGMSCARS

TAC § 703.20

Page80 of 238
June2019


http://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=701&rl=25
http://texreg.sos.state.tx.us/public/readtac$ext.TacPage?sl=R&app=9&p_dir=&p_rloc=&p_tloc=&p_ploc=&pg=1&p_tac=&ti=25&pt=11&ch=703&rl=20

CPRIT Grant Applications and Funding Award
Policies and Procedures Guide
Chapter5 i Grant Contracts

5.4 Grant Contract Components

CPRIT uses atandard contract form that is modified for fmat and requements based
upon the grant mechanism grant program. The standard contract fornortsistsof
several parts:

Table 2: Grant Catrad Components

Grant Contract Components

The base contract contains the general teffrttseocontract,
=Eissie e includingthe effective date and terminatidate,and the total

amount 6 approved fundig.

The sopeof work for thegrant award including the projet

description, goals and associated timeline. Tfamation is
Attachment A . .

pulled fromthe application and reflects chasy if any,

approved duringhte review proces

Theapproved budgetfor thegrant awad. The information is
Alileniy=ain = pulled from the applicationnal reflects changg if any,
approved during the review press.

Required asurances and i#ications the granteagreesto in
order to accept the grant awaréor acadent researcland
Al e product development researgtantees, thenaiching funds
certification form is included in the cdrect as part of
Attachment C.

The intellectual property provisions anelquired reveue
sharing ageement that allow the statelienefit fromproceeds

generated by theake ofproducts developed pursuant to the
grant avard

Attachment E Reqqlr_ed reportste gantee agrees tolsmit asa cndition of
receiving the grant awe.

Any agreed change to one or more contract$esmeflected
as acontra¢ amendment in Attachment F, excing budget
amendments refleetl in AttachmenB.

Attachment D

Attachment F
(if applicable)

An example of atandard grant contracfor each prograns included in theAppendixto
the CPRIT GrantPolicies and Procedures GuideThe contact example is pvidedfor
illustrative purposes only; trectualgrant contract may tfer from the fematprovided
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5.5 GranteeActionsNecessary to Complete and Execuge
Grant Contract

Certain comppents of the grant contract are unique to the graiitee grantee shdad
review and approve these documents G&MSCARS before the contractan be
executedIn addition to compleng the grant contract componentthe following forms
mustbe submitteda CPRIT via CGMBCARS prior to contract execution.

5.5.1 Scope of Work (Attachmert A) The scope of worlncludes the projt

description deliverables goals and
objectives andassociated timeline. The orfmation is plled from the aplication and
reflects changes, if any, apgwed duing thereview praess The grantee is responsible
forrepatingthe  pr o e c tgaisst tipergoakan @égdives inclued inthe Sope
of Work. The grantee reviewsnd approves #fiachment A bedre the contract is
executed.

Note: Any changes tathe scope of workor budget should beconsisent with
the guidanceprovided by reviewers and must be appoved by CPRIT .

TAC §703.10(c)(21)

5.5.2 Project Budget (Attachment B) The project bdget is the approved

budget for the grant award The
information is pulled from th application andeflecs changes, if any, approved during
the revew process. The grame may need toevise the project budt based upon
feedback during the review praseor subsequa discussionswith the contract
negotiation team The grantee shda include thesettangesnt he TfiNegoti ated Bud:
F o r mno& thefofn is approved by BRIT, CGM3CARSwill generate Attachme
forthegr ant eebs appr oastislexedad.f Note.eAnytchapgedo the t
budget should be consistent with thguidance providedy reviewers and must be
approved by CPRITFor mae information, se¢he Grantee Budgetipense @tegories
and Required Documentatiothapter.

5.5.3 Assurances and Certificatios The granteendicatesits acceptance of
(Attachment C) cetain assurances andertifications
by approving Attahment C before th
contract is executed. For more infornta on required assurances and certificatices
section:Organizational Assurances

5.5.4 Matching Funds Certification An Acadenc Research or Product
(Attachment C2) DevelopmentResearch granteeust
certify that the grame Ias

encumbered funds on hand quivalent to at ledonehalf of the frst year budget before
CPRIT may disburse any granfunds. Special provisiongrelated to fuilling the
matching funds requirememtpply to grantees tht are pblic or private institutions of
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higher educatin, as déned by Texasducdion Code § 61.003See sectionMatching
Fundsi Certification and Vefication. The grantee must complete Attacbnt C2
beforethe contactis executed.

TAC §703.11(a)

5.5.5 Intellectual Property and Revenue The granteendicatesits acceptance of

Sharing (Attachment D) CPRI Tb6s i nt erbpergrct ual
standards and required vemue

sharing terra by appoving Attachment D before the dpact is executed. For more
information, seeedion: Intellectual Prgerty andRevenueSharing Terra

5.5.6 Reporting Requirements The grantee indicatescceptance of
(Attachment E) the required neorts to be sibmitted
for the grant by approvingttachment
E beforethe contrat is executed. For more infmaion on reports required over the
course of th glant, ®echapter RequiredGrantRepots.

5.5.7 Duplication of Effort and Project CPRIT will not dupicate payments
Overlap Form made by othersfor the same wdk.

The gantee must ridicde whether
PI/CR/PD has received otheragt funding for some or allfothe cancer research or
prevention services tharethe subject othe grant avard. Occasionally a grante will
receive a grant award from another enbgfae a fnal decisionappoving the CPRIT
award is made. If othagrant funds support some dfa wak to be funded by CPRIT,
the grantee musevise the CPRIT budgf requestaccordingly.

5.5.8 Personnel Levelof Effort Form The negotiated Pwsonrel Level of
Effort (PLOE) includes informtion

for the key personnel evking on the grant, such as the Program IngastvCompany
Represatative/Prgect Director The grantee wost indicate onthe PLOE form the
equivalent numér d months each keygrsononthe grant is expected to work in azgn
grant year. It is based on the mberof months the pmon is exgcted to work in an
individud grant year multiplied by the percent of timesteewill be working duing tha
grant year. The PLOE form should fiect the information on kepersmnel included in
the grant application, buthay be updated if neessary. For more information, see
secton: Personnel evel of Effort .
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5.6 Genreral Terms Applicable to Grant Award Contracts

Texas law and/or GRIT administrative rules specify certain termsdacanditions that
must be included in the grant contract. r@t awards may be subject to additional
requirenentsand onditions, wich may be set forth in the specific RFA andilvbe
reflected in the grantontact. Grantees should familiarize themssiwth the grant
awad contractand CPRI TO6s alas(partculasii TAG § 703.1€) for the
required terms

Certainrequiredcontractal terms &ad onditions are described more fully throughout
this setion for additonal guidance.
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5.7 Effective Date vs. ExecutioDate

Geneally, the effective datevill be the first day of te fiscal quarter followingie gant
award announcementThe effective dateof the grat contract $ setby the contract
terms not the datehe grantee executes tlentract

The effective date is used to set deadlinesr frequired grantee reports. The effective
date stated in thgrant contract is the first day of tiggant year and is used by CPRITo
calaulate the due date for required report

Project expenses will nobe reimbursed until the contract is executed.Granees may
be reimlursed for #owable project expenses umced on or after the contract effective
date, een i the contract is gecued after the effective date. Howevergtbontract must
be executeddforeanygrantexpensesvill be reimbursed. Wil the contract is»ecuted,
the grantee is assuming thekrfer expenses incurred related to the project.

TAC §703.10(cf17)
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5.8 Organizational Assurances

CPRIT does not asswresponsbility for the cordud of a cancer research or prevention
programprojector for the advities of a granteghe conduct and activitiemeunder the
scopeand directon of the granteerganizatio and subject to its policies.

By signing thegrart contact, the ASCrerifi esthat the grantee organization wibmply
with all applicable site and federal requirementd-or example, thgranee must provide
assuranceghat all personnel and equipmt are certified, licensed, or permitted by the
appopriae regulating agengy, where applicable. Generally, the orgazational
assurances are fod in Attachment C of the grant contract. Sigrdintrequirements ar
listed béow.

TAC 8§ 701.25(2)70310(c)(5), 703.10(c)(6)

5.8.1 Grantee Responsibility for Fscaland  All grantees aréegally responsible fo
Programmatic Integrity the integity of the fiscal and
programmatic management of the
organizaton. Thi s obl i gat i on r ewesibhgdbody iThehgonhstbiity gr ant ee 6 s
of the gr anhogymdudessgoverning

Accountability for all funds, ppety andmaterials reeived from CPRIT;

Compliance with CPRIT grarcontractual requirementspplicable Federal and state
laws, administrativeules, procedures,na regulatbns;

Adherence to conflict dhterest disclosure requirements and contraotgeand

Correction of contract deficiencies identified through sedvaluation and CPRIT
oversigh processes.

Granteeb6s st af tmubafamiiar avih eénd oneestdne the contract
provisiors ard other requirements contained or referenicedhe conract. For nore
infoma i on r egar di ng resphoasibijtiesregardingsbagmartagethend s
See sectionGrantee Responsibility for §¢aland Programmatic Integrity

5.8.2 Standards of Conduct for Grantee The grantee is responsible for the
Employees acions of its erployees and ther
research collaboratorsdluding third
parties, involved in the projectThe granteas resposible for enforcing its standards of
conduct,taking appropriate action omdividual infractions, and, in the case of financial
conflict of interest, infaming CPRIT if the infractions related to a graraward.

TAC 8§ 703.10(%(5), 703.10(c)(13)
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5.8.2.1 Objectivityin At all times, grantees and invegdiors must mmote
Research/Corifit objectvity in research and ensure aththe design,
of Interest condud¢, and reporting of resedrcfunded by ®RIT

awards will not be biased by any conflicting finaiat
interests. By signing tke contract, theyranteecertifies
that written safegards are in plce to preven

employees, consultants, meenb of governing bodis,
and others who may baviolved in CRRIT-suppoted ativities from using their positions
for purposes that are, or givedhappearance of being, motivated by -sieléling. The
grantee mushotify CPRIT of any conflicting financialinterests and assuthat the
interest has beemanayed, redaed, or éminated

TAC §703.10(c)(13)

5822 Resarchor By signing the cotrect, thegranteecettifies thatpersons
Program working on agrant awardare not debarred, suspended,
Misconduct proposed for debarment, declared ineligible or

voluntaily excluded from participation in research or
prevention projects by any feeral or state department or
agency.

The granteewill inquire into and, if necessary, investig and resolve promptly and
fairly all instances of alleged or apparent miscondelated tohe grant awad consistent
with the requirerants adopted by 42 GF Part 93, if appropriateéThe grantee rast
prompty report to the Chief Compliance Officer isssiinvolving potential civil or
criminal fraud, such as claims or misappropriatibfederal funds

If a misconduct investigation haséninitiated, the gantee must take any neceagsa
steps, inaddition b its norma and ongoing responsibilities undéne award, to protect
the gientific integrity of the project, protect human pdis and anim@ls, providereports
to CPRIT, and ensurdne proper expendituref funds and continuationf the projet
during te invegigation

If the grantedinds miscomluct by anyone working on aRRIT grant awardthe grantee
must assess the effaat that findirg onthe abiity to continue the project,saaiginally
approved This may includgromptly natifying the Chief @mpliane fficer in writing
andrequestingapproval of any intended changd PI/PD/CRor other key personnellf
misconducthas affected th dda validiy or reliability, CPRIT may equre the grantee
ard its employee and/or cobaraor authes to subrit a corredion or retraction of the
data to ajournal, publish the correetl data, or both. CPRIT may also require the
grante to repay gnat funds spento support work by the pems(s) responsible fothe
researclor programmiscondict.

CPRIT has ahotline for anonymously reporting allegatiorr &®esearchor Program
Misconduct. The hotline should not be used for active ingesbns and epoting to
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CPRIT is not intended to suppieinternal reportingequirements establishetthe grant
appli orgate@s or gani zati on.

5.8.3 Human SubjectsAnimal Use Whenever human oanimal subjects

are part of a CPRHunded project,
the granteecetifies by sgjning the grant contract thathe grantee organizatn has
received Institutinal Review Bard (IRB) and/a Insitutional Animal Care and Use
Commitee (IACUC) approval beforéunding can be released. This information is not
required at theitne of appliation submission. Grantees shmotify CPRIT if IRB or
IACUC approval is rewesedduring hegrant avard

Research involving human subjects wllbe guided by one of the fdbwing
statements of ethical principles:

1 The World Medical Associiondé s  Datian lofaHelsinki (as adopteith 1996 or
2000);

1 TheBelmont Report: Ethicalihciples andGuidelines forthe Rotection of Human
Subjects of Resech of the U.S. Commissiorof the Protection of Human Subjects
of Biomedical andBehavioral Reeach; or

1 Other appropriate internationaéthical standards regnized by U.S. federal
demrtments andagencies hat have adopted the U.S. Federal Policy fohet
Protection of Human Subjes; known as the Common Rule.

Research involving amials must comyg with the US. Public Health Service Poji on
Humane Care andse of Laboratory Animaler the Intermtional Guding Principles for
Biomedical Research Inwihg Animals.

5.8.4 Research Inwlving Human Researchinvolving the use of human
Biological/Anatomical Material biological and/or anatomical ateials
should comp} with the
recommendationef the Natioral Institues d Heath, Office of Human Subject Resehrc
Medical Administrative Sees (MAS) #MO12 ent i t |l ed fAProcumement and
Biological MateialsforRe s ear c h, 0 a rakbrstte regulatitsh er f eder

5.8.5 Biosafety For researchinvolving the use of

bioharzadous materials,
radioisotopes, and arortrolled substances, the agteecertifies by signingthe grant
contractcompliance with all elevant stateand federal regulations.

5.8.6 Confidentiality of Patient Records Grantees mushavea systemin place

to protect against inappropriate
disclosure opdient records and all othelocuments deemed confidential by lthatare
mainiined in connetion with the activities funded by the CPRgrant. A copy ofthe
gr ant ee 0 s tyguadifesmiis e tpovidedito CPRIT upon request.
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Programs workig directly with patients areequired to specifically addreddealth

Insurance Poriability and Accountability Act of 1996 regulations conerring

confidentiality of personaland medical information. Any disclosure of confidential
information (including infomation that may be reqeid by reports and inspeati®) must
be in accordare with appicablelaw.

5.8.7 Certification of Tobacco-Free Policy By signing tre contact, the grantee
must certify that it ha adoped and

enforces a tobacefee workplace in order tbe eligible to receiva grant award.

The grante ma seek a waiver iit can showgood @usefor not implementing éobacce
freepdicy. The appoved waiveris effedive only for the state $ical yearin which it is
granted For more information ahd the required tobacefoee policy certification amwl
waiver, see sectionGrartee Actions Necessary to Initiate a Grarfontract in
CGMS/ICARS

TAC §8703.20

5.8.8 Certification of No Donation to By signing the contractthe grantee
CPRIT or a CPRIT -Supporting must certify that it has na donated
Foundation money to CPRIT or to a tmdatbn

established to benefit CPRIT and that
the granteewill not do so during th term of the grant contractFor purposes of the
certification, theapplicable time periogrohibiting donatimsis on or afer Jure 14,2013.
At this time, CPRIT is noawareof any foundation aablished to benefit CPRIT. The
agency maintains lést of donationsmace directly to the agencgnCP R1 Tb6s websi t e.

TAC §703.3(h)()

Tex. Health & Safety Code 8 102.481
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5.9 Indemnification of CPRIT

Unless prohibited by law, gréges must hold CPRIT harmless and indeyn@PRIT
from and agairtsall claims, demans, and euses of actionshat may be asserted byyan
third party in conection with the performance of coattel senices.
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5.10Acknowledgement of CPRIT Funding

Except as ated below, gantees must notify the CPROommunicationsSpeciaist prior

to any prss releses, advertisingpublicity, or other promtional activities tha arise
during the course of or asansequene of CPRIT funding. In the event that CPRIT
wishesto participate in a joint press releads gantee will coordiate wth the CPRIT
Communicaions Specialist

Prior notification not r equired for academic or peer-reviewed journals - Grantees
may publish research results in academic or other -pmeewead journals without
approval from CPRIT budrerequired to submian dectranic verson of their manuscript
to PubMed Seesection: PublicAccess to CPRITFundel Research

CPRIT acknowledgement and right of review- With the exception of researctesuts

to be publshed inacademic or othepeerreviewedjournals, ®RIT reserves the rig to
review the material prior torfmting. CPRIT must be acknowledged on all print and
visual maerials that are funded in whole or in pay CPRIT grants.Examplesof print
and vsual materials include, bt are not limited topublications,brochures pamphlets,
booklets, training flies, projed websites, videos and DVDs, manuals and reportseds
as on the labels and cases for audiod or videotape/DVDpresatations. Fundng
ackrowledgment must ab appear within all prectrelated video oslide presentations.

Using CPRIT funds to disseminate work of others- When grant funds are uséd
disseminate works done by another gntid label must be afkied aknowledging
CPR | T 6rsin theaactivity Written permission musbe obtained from th copyright
owner prior to printingvorks by dhers.

TAC §703.10(c)(3)
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5.11Public Access to CPRITFFunded Research

To help advance scienemdimprove publ i ¢ healt h, it is
has access to CPRflinded research, asell as needs assessmantormation and
carcer contol data collectedoursuant to preventionrggram awards.Grantees must
report all publications inrmud progress reports.

Use of PubMed required for Jounals that are accepted by tN&tional Library of
Medicine Grantees are redred to submitan electronic versionof their final peer
reviewedjournal manuscrits that arise from ERIT funds to the digitakrchive National
Library of Medicine6 PubMedupon acceptance for publicatiohese papermustbe
accessible tae piblic on PubMedno laterthan 12 months &dr publicationln addiion,
grantees are reqred to input the PubMed ID nurabinto Progess Reports that aligns
with the date of publicationThis policyis not intendel to supplant pplicable copyright
law.
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5.12Intellectual Property and RevenueSharing Terms

State law requires that all &PT funded awards be subject to an intellectual property
agreement that allows the state tdiect royalties, income, and other befits reaized as
aresult d the grant award

Tex. Health & Safety Code § 102.256(a)

The det er mi n a tnielkenual @ fopettyReghtssmll dakeeiriosaccountie
opportunity of the stag to benefit from the patents yatties, licenses, and other benefits
that result from basic research, therapy developmetd, clinical tials, or other
programsor producs resulthg from he grant that magenerate revenu€el he agreement
balances theeed to ensure that essentialdial researi or other productlevelopment
is not unreasonably hindered by the intellecturaperty agreeentor unnecessarily di
incentivized.

Tex. Health & Safet Code 8§ 10256(b)

Grantee bears costs for patents The grantee bears responsibility fiosts associate
with patents and pate applicatons claming ther CPRIT-funded irventions, unless the
awad oontract specificdy states otherwise.

The intelletual propery agreement may include the following terms and conditions:

5.12.1 Invention Reporting Requirements To the extent applicalte, grantee

organizations are requite to hawe
written agreemes with employees and subcontracs requiring prompt disclosure of
inventions made inthe performancef CPRIT-funded reseah.

5.12.2 Notification Regarding Invention The grantee orgazaion must notify
Discowery CPRIT of the invention within the
period of time described in the
contract Gr ant ees may submit n ot ouhselwia eldcamion s t o CPRI
mail (kdoyle@cpri.texas.goy, facsmile transmission(512/4752563) or by regular mail
to the Cancer Prevetion and Research Institute of Texas, P.O. Box 12097, ATTN:
Notification of Invention Discovey, Austin, Texas78711

The notfication shouldidentify the CPRITaward under which # invenion was made
and he inventor(s), and be sufficiéytcomplete m technical detail to convey a clear
understanding of the nature, purpose, dp@maand physial, chemical, biologial or
electical chaacterisics of the invenibn. The notificabn wil be considered
confidential, trade secret informatiothat will be protected from disclosure. The
notification must also identify whether a mauntipt descrilng the invention has lem
submitted for publication, and, if so, thgublication and submssion date.

5.12.3 Commercialization Strategy A CPRIT granteethat developsplans
to commercialize or bring new
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intellectual property made in performance GPRIT-funded project to practical
apication stould provde the pans to CPRIT If a commercializatio plan has not been
previausly provided to CPRIT, then tligantee showd provide it within 60 days of filing

a patent application or entering negotias to license¢he project resuts to athird party
The ganteeis under a continuig obligation to update, enhancand improve he
commercial development plan. CPRIT may provide comments regarding the ciahmer
developmenplan, which the graee slould wnsider h good féth.

TAC §703.16(d)(6)

5.12.4 CPRIT-Funded Inventions Realily Unless the gram award contract
Accessible on Reamable Terms provides differently the grantee must
agree & make its CPRIfunded
patentednventions radily accessible on reasonable terms, directly or through a licensee
or licenses, to other CPR grantees for noconmercil puposes, upn requesfrom a
granteeorganization.

In addition, other terms and cwlitions regarding exclusive ambnexclusivelicenses,
commercial development milestones and benchmarks, remedies foe failutevelop
techndogy, marchin rights, aad rexenue shang will be specifically mcluded in the
awardcontrad.

CPRIT reservethe right to negotiate separagellectualproperty agreements applicable
to for-profit and norprofit entities.

5.12.5 Standard Revenue SharingTerms Unless the grart awad cortract

provides diferently, CPRID s
standard revenue sharing termvdl be used for prodct develpment reseah grant
awards. These termgprovide a far and reasnabk yield on the state's investment by
taking into acount its statutorypublic mission to accelerate démement of cancer
treatments and cures and stimulate company formatidjoangravth in Texa.

For academic research andeymtion pioogram grarg, CHR | T éegenue sharing
obligation genery equals10% of the total reenue received by the grantee, Ipudy be
reduced by ther revenue sharing obligations owed by the grantee.

Nothing prevents CRIT from negotiating and the @usight Comnittee appreing a
different revenue sharing agreemesuth as eqlty ownershipbasedupont he gr ant eed s
particular cicumstances.

For nore information on reporting revenues received fronelliectud property see
section:Other Financil Reports

TAC 8§ 703.16703.17

Tex. Healh & Safety Code § 102.256
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5.13Requrements Apgicable to Sub-contractors

Grantees mayise subcontrats or other relationships withone or more sulcontractors
descrbed in the applicabn and reflected inthe approved budget See section
Contractual

The grantee mustave written agreement with theubcontractorwith terms sufficent to

ensure thathe grantee and stdontractorfully comply with the ®PRIT granm contract

terms, applicable statutory ptisions, andadministraive rules. In general, the fiscal
requirenernts that gply to the grantealso apply to the subontractorthatis paid with

CPRIT funds, unless an exception is specified and exfyresithoized by CRIT.

CPRIT will look to the gantes for peformance 6the grantawardand compliance with
all requirements. Whether or not sutmntractors are used on a projettte grantee is
always accountable to CPRIT for:

1 The performance of thgroject,program, omactivity;

1 The appropriate exgndiure offunds undetheawardby all parties;

1 Compliance withstatutory and administrative rles; and

91 All other obligations asspecified in the @ant contract between CPRIT and the
grantee.

CPRIT is not in the positon to resolve disputes betweéme granteeand the sub
contractor Exceptions to this policy inatle allegatons by the sulwontactorthat the
grantee failed tgoromptly pay any CRIT grant funds to the sutontractor and any
allegaton of fraud, wastegr abuse in the use of graonils
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5.14Contract Amendments

CPRIT does not generally negotiate midlud cortract provisions wih grantees.
However, there may bexceptional reas@nthat justify revising one or more contract
terms athe timeof contractexecution or during the courséthegrart award

For most @ntract change requests initiatbg the grantee, the contractraendment is
requested vighe fiChange Requesh tabh. Approval of the contract amendment request is
at the dscretionof CPRIT, and if approved, will be exead by the Chef Executive
Officer.

My Applications [0 ASCUEl Current Funding Opportunities

Home |udylicgl Correspondence & Notifications |

Logged in as: JohnDASO (John Doe) [ net JohnDASO click here |
My Grants = Grants = Change Requests

Change Requests
Grant ID: RP130000 Grant Title: Test Grant 1 f S Training
PIPDICR: Jane Doe Organization: XYZ Universi Iy)

Budget &
Grant Documents & Financial Progress
Information Contacts Forms Correspondence | Status Reports | Raports

Change Requests

Change Request Type:

Advancement of Funds Form ~ [ Craate Mew Changa Requast ]

1 5 total records

Figure3: Contract Amendment Regst Screenshot

CPRIT may also itiate a contract aendment. A change to one or more contract
provisionsis not final until executed by CPRIT and the graete All final contract
amendnentsare reflected in Attachment (€ontract Amendment), unless the lange is
made to Attachment BPrgect Budgel.
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5.15Actions Requiring Specific Approval from CPRIT

Certan actions or events occurrirguring thegrant awardrequre thegrantee toseek

written approvalfrom CPRIT for the change. Umss specified below, the approval
processisinitted by the grantee submgetRegudsg t hb Tt aques
CGMS/CARS. If CPRIT approves theequested hange, thechang is eflected as an

amendment to theoctrad.

1. Change in Researchf@gram Plari Approval Required

Material changes irthe designand/or specific aimslescribed in the Scopef Work
require prio written approval and are liketo resultin an ameded sope & work.
Minor adustments in approach donot require written approval, bushould be
communicéed to the CPRIQrantmanager assigned to the projpobgram.

2. Changem Grantee OrganizatidnApproval Required

Prior written aproval must be given by CPRIT for eithéhe trander of the award to
another organization in Texas. RH awards may nobe transferred to organizations
outside the State ofékas.

3.  Gift Card Catificationi Approval Required

Sone grantes mayprovide gift cards to facilitateparticipationin a programsuypported

with CPRIT funds. In order for a grantee toe reimbursed fothese expenses, a
completedGift Card Catification Formmust beapproved byYCPRT. The form idocaed
onCPRI T6s website under grantee resources

4. Change in Contract Terration Datei Approval Required

The ontract enddate may be changed atlow thegrantee more time to caplete work
on the grant ject. For more information orusmitting a request to esmd the contract
termination date, see sectiddo Cost Exension(NCE) of Grant Contract Termation
Date

5. Budget Changé Approval May Be Required
The tal approved bugkt and assignmendf cods may beadjustedby submittirg a
fiRebudgeting Chaye Request

A grantee may maktransfers between or anmg ineswithin budget categas without
prior approval as log as:

1 The totaldollar amount of all bange of any single line iten{individually and inthe
aggregateithin budgetcategoresotherthanequipments 10% orlessof the total
budget for therant year,

1 Thetransfer will not increaseraecrease the totgrantbudge;
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1 The transfer willnot materially change the projed s n a trmarce levelpoe r f o
scopeof work; and

1 The grante submis a revised copy of éhapproved budget wht a narrative
justification of hie changes prior to inaumg costsn the new category

Even if a budget change is aatatically approved, BRIT may reverse @or more
budget changes or transfers if tagencydeterminesthat the grantee made multiple
individual budget changes or trdeis within the samecategorythat, if considered
togetherwould requireCPRIT approval.

All other budget changes or trsfers require por written approval fom CHRIT.
Transfer of funds betweebudgetcaegories may be allowed if #arequest fits withirthe
scope of work is beneficial ® the achtvement of the projécobjectives, and is an
efficient, effective usef grantfunds.

TAC §703.25

6. Change of PersonnélApproval May Be Required

A granee must requeshangesfor all personnkor their level of effortona CPRT grant
through aChange inPersonnel kevel of Effort form in CGMSCARS. Any change of
persmnel or level of effort mst be apmved by CPRIT for ito be effective

A charge ofpersonnel includes an extended leave of abséhad?l, PD,or CRintends

to take a leave of abace from a grant project for a durationtlafee months olonger,

the grantee must notify CPRIT and CPRIT mapgprove of the leave of absence. The
notification stould include the time period tHd, PD,or CR expectdo be away from the
grant project and thenicipated date of return. A grantee shonddify CPRIT at least 30
days before the leave of absence beginas soon as reasonably possible.

TAC § 703.10(c)(22)

7. Out of Sate Purchases or Expetdel ApprovalMay be Required

A Grant Recipient that expends mdren 40% ofGrart Award funds budged for a

Project Year on goods argkrvicesoutside of tle State must ndit CPRIT in writing and
provide an explanation of thgpood faith efforts undéaiken to purchee from supplies in

the State For more informationsee Sectioron Historicaly Underuilized Business
(HUB) and Texas Supplier
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6.0 Reguired Grant Reports

6.1 Overview

CPRIT monitors grantawards to ensure that the grantees comply vefiplicabé
finandal, administratie, andprogrammatic terms and condition§.he grantee should
have the flzibility necessay to effectivdy manaye thegrant avard while mantaining
the highest standard ofceountability and preserving the integrity thie peer eview arl
funding process.

A primary tool for monitoring project progress and compliance is thauation of
required reports.

CPRIT 6 administrative rles specify consguences for failinga file certain required
repats by tre stated due dates. The repeated/or uncomcted failure to filerequired
reports ly the duedate may resilt in the early terminatiorof the grant contract and
impact eligibilty for future awad s . C P R | Ténenitarimypignlisidiscassed in
the_Grartee Monitoring for Progressand mpliarce chapter.

The table blw lists the reports thamust be submitted to CPR More information
regading the reportsncluding the consequenesfor failing to file oneor morereportsis
provided in this sectionlt is within CPRIT6 s d i s ceqguird thabtme grindee suibm
one @ more additional reports based upon cirstances related to a sp@cigrant
award For exampke, a ganteemay berequiredto submit aninterim progress repoit

t he grant ee 06s oraroseissued neqeitating folleveup. r e p

Table3: Required Reports

CGMS Tab
fi Fanaal
90 days akr the end Status Rpo r t
of the state fiscal under Budget

Financial Status Report

All Grantees

(FSR) quater & Financial
TAC § 703.2(d)(1)  Status Reports
Tab
90 days after the .
end g state fiscal 1! nan
. Status Repo t
Final Financial Status T quarter thaincludes ey Budget
Report the grant & Finandal
teminaion date  Status Reports
Tab

TAC § 703.14(d)(1)
O Hiels| (=55 ool | - Prevention Grantee 15 days after the Progress
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CGMS Tab

fiscal quarter
60 days afterhie
anniversary of the
grant contrat
effective date

Annual Progress Reports

All Grantees Progres

Reports
TAC §
703.21(b)(3)(B)
Upon completion of
milestones for

specifictranche Progress
Reports

Commercialization/
Prodict
Develgment
grantees TAC §
703.21(b)(3)(J)(ii)
Within 90 dgs of
grant ontract

termination dae

Tranche Repats

Final ProgressRepats

All Grantees Progress

Reports
TAC 8 703.14(d)
Initial certification
upon contract
exectution;

Annual certification
and veifi cation: 30
days following the
due date of the las

quarterly FSR of
: . thegrant year
Matching Funds .
C:rtt(i:fi cgtioz adnsd Research Grantees followi rlg LIS e
Verification comgetion Forms

(including

approval)of the
FSR,carry forward,
Attachment B and
budget verification

forms

TAC 88§
70311(a)(9,
703.21(b)(2)(B)(x)
60 days aer the iAot he
All Grantees anniversary of the  Financial
grant contract Report

Inventory Reports
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effective date or underBudge
within 90 days of and Financial
grantcontract Reports Tab
termination date for
final report
TAC §
703.21(b)(3)(B)(iv)
60 daysafter the
anniversary of the Ot he
grantcontract Financial
Revenue Shring/Program All Grant effective date or Reprt s
Income Report Form rantees within 90 days of under Budget
grant contract  and Financial
termindion date for Reports Tab
finalreport
60 days affer the
anniversary of ta
grant cantrad Ot he
effecive date or S
Hist_orically Underutilized within 90 dhys of Repots 0
gﬁzgllieesrs KHUB) and Texas All Grantees gr.ant .contract U der.Bu dget
termination date for gnd Financial
final report Reports Tab
TAC §
703.210)(3)B)(vi)
60 days after the
granteeobs ~
doramn | 0%
; ; — ays of gran A
E:)r;%ie Audit Determination All Grantees contractternmination uan:eogudsg e0t
datefor final report andFinancial
TAC § Repats Tab
703.21(b)(3)(B)(xii)
Within 30 days of
gr antaoeiptd
Grantes that from audior, butno
LGS Bl expend$750,0000r  more thar® months
Independent SingleAudit moreinstatefunds 4 t er t he
and Corrective Action Plan i n the g fiscal year end
fiscal year
TAC §
703.13(b)(3)
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CGMS Tab

Final closeout

reports must be
filed within 90days
Closeout Documents All Grantees of thecontract
termination date

TAC § 703.14(d)

* If the due dateof arequired grarge report falls ona Saurday, Sunday, dedeal
holiday as designated by theS. Office of PasonnelManagementCPRIT will not
considertherequiredfiling delinquentf the granteesubmitsit by the next business day.

TAC 88703.11(k), 70313(f), 703.14(i) 703.21(h, 703.24(9
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6.2 Financial Status Report (FSR)

A quarterlyFinancial Status Report(FSR) isdue within 90 days of thend of the stte

fiscal quarte (Septemberl i August 31 fiscal year) with a grace period of 30 ¢ga
following the FSR dugae. Seethe FSRDue Dategablebelow. For more information
about allowable costs, required documatation, and FSRsubmission,review, ard

appoval, please sate chapters obBisbursement of Grant FundadAllowable Costs

Table4: FSR Due Dats
Fiscal Quarter FSR/Deferral Last Day of
Due Dae Grace Period
Sept 11 Nov 30 Feb28 Mar 30
Dec 17 Feb28 May 30 June 29
Mar 17 May 31 Aug 29 Sept 28

June 17 Aug 31 Nov 29 Dec 29

FSRs must be submitted in CGMSARS i n t h e | BtRtusnRepod is &tabs u b
located underitefiBudge & Financi al St atus Reportso tab.

LR LU Current Pending Opparteaities T Fardbark T

Hame [ Grasis Admin | Cerespardasce & Hedificsbions |

iy Prafile | Uy Rpplicabome

Lo i clich bann [
B G * GRS B IO ' F L S

Budget & Finarcial Siates Ropans

Grantid: Granl Trom

[Ty —T
F55 Fspart Surrmary =f Conlamta
Remnaining
A Slale Facal Peojact Coil This Budget Dt F SR Dt FER (<10
il Q- Cuaner = = Ferkd Balance Craated Apprae R
b yeane)

Figure4: Budget and Financial Status Repa@tse@shot
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6.2.1 Request to Defer FSR Submission If necessay, the granteemay requst
to defer submission of the FSR fire

current fiscal quarter until the due datethe FSR for the next fiscal quartée(the rext
FSR willinclude six mortts of projetcosts ather hian three months).

The deferral requésnust be subitted on @ before the FSR due date and explaihy
the grantee is unable to submit the FSRtiome. Submit the deferral request using
i Ch angteOthelvise Speci f i a diader thpfi GBawge Requ e s takd in
CGMS/CARS

Once CPRIT has appred the requesto defer submission, he FSR for the current
guartermust be submitted with zero expenses.

CPRIT reserves the right to deny the deferraluesty Deferrds should be ugk for

excepiond circumstarces. Frequent deferral requests by ghentee mayridicate

increasal financial risk and are likelyto result in additional financial reporting
requirements and/aompliancenspections.

TAC §703.21(b)(2)(B)

6.2.2 Grace Period andWaiver of CPRIT permits a 3Gday grace period
Reimbursementfor Delinquent following the FSRdue datefor a
Reports granteeto submit the FSR. Failetto

submit he FSR before #h expiration
of the gace peiod will result in the waiver of otherse allowable mject coss incurred
during the reporting pepil.

Note: The request to defer submissiortled FSR must be submitted prior to the FSR due
date, not the epiration of thegrace perid. Waiving reimbursement of project costs also
applies ¢ grantees thaeceivedisbursement of grant funds by advamayment.

6.2.3 Appeal of Reimbursement Waiver The grantee may @peal thewaiver of
reimbursement if the grardasgood
cause for failing to submit the reged FSR by the@xpiration of the grace period

The appeal mst be submitte¢th writing via CGMSCARSusngthei Change Request 0
tab and selectnthei C h a Naj ®therwse Spe ¢ i f apterd foom the drop awvn
menu.

CP R THEGCsis responsible for reawing and approving the waiver appdai good

caux. If the CEO denies theppeal, the pontee mg seekr e consi der ati on of t he
decision fron the OversighCommittee withi n 1 0 days of aianhT@e CEOG6s not
request for reconsideration shoull e submitted via t he iChange
Specifedd opti on.

The request foreconsideraon must be sulmitted to the CEO, who then notifies the
Oversight Comnttee. At leas three Oversight Committee méers nust request to add
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